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duty to consult, under Section 50(3) of the Health and Safety at 
Work etc Act 1974, bodies which appear to it to be appropriate, 
before submitting proposals for the making of Regulations. 
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GENETICALLY MODIFIED ORGANISMS: PROPOSED NEW REGULATIONS 

A consultation paper issued jointly on behalf of the Secretary 
of state for the Environment, the Minister of Agriculture, 
Fisheries and Food, the Secretary of State for Scotland , the 

Secretary of State for Wales and the Health and Safety 
Commission, 

Summary 

1. Two sets of regulations on the safety of genetically modified 
organisms are proposed: 

Modified Organisms (Environmental 

Protection) — Regulations [199-1 , to be made under the 

Environmental Protection Act 1990 by the Secretaries of 
State for the Environment, Scotland and Wales and the 
Minister of Agriculture, Fisheries and Food. 

T he Genetically Mod ified Organisms (Health and Safp.ty) 
EBgulations [199-1 , to be made under the Health and Safety 
at Work, etc Act 1974 by the Secretary of State for 

Employment on the advice of the- Health and Safety 
Commission. 

2. This consultation paper attaches drafts of both sets of 
regulations and guidance on why they are being made, what they 
mean and how they_ will work in practice. It also includes a 
summary, prepared by the Health and Safety Executive, of the 
cost/benefit assessment of the likely effects on industry. 
Comments are invited on the proposed regulations and guidance and 
associated administrative arrangements. 
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3 . 

no 



consents should be sent to the following address to arrive 
later than 22 January 1992: 



Mr Z Wekesa 

Toxic Substances Division Room A338 
Department of the Environment 
43 Marsham Street 
London SWIP 3PY 



Telephone: 071-276-8353 

and to the Health and Safety Executive 

DCrJents interested Government 

apartments. Comments from any organisations in Scotland should 

also be copied to The Scottish Office Agriculture and Fisheries 

Department, Room 326, Pentland Hr,„e= v v.... eries 

tland House, Robb's Loan, Edinburgh. 

5. Responses will be deposited in the the libraries of the 

nubr"h°d "" Departmental libraries and may be 

published, unless a particular request is made to treat a 

response as confidential. Confidential responses win 

nevertheless be included in any statist, . 

n-F 4. ^ statxstical summary of numbers 

of comments received and views expressed. 



Introduction 



6. The use of artificial techniques to modify the genetic 

TgIZT genetically modified organisms 

Lot K ^ ^ well-established feature of modern 

rotechnology. A number of the products of genetic modification 
ave been used for some time with demonstrable benefits. 

7. The safety record of the genetic modification sector of 
lotechnology research and industry is good. This is partly 

regLaLor f^^^ generally accepted that appropriate 

tion of genetic modification activities is necessary to 
ensure that safety goes hand in hand with technical progress and 
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innovation. The current proposals reflect this general principle. 
Background and need for regulations 



8. Regulations to control the safety of genetic modification 
have been in place since 1978. The currently operative 
regulations are the Genetic Manipulation Regulations 1989, made 
under the Health and Safety at Work, etc Act 1974. These 
regulations require notification to the Health and Safety 
Executive (HSE) of genetic modification activities, including 
proposals to introduce GMOs into the environment. 

9. Despite the latter requirement, the 1989 regulations do not 
provide the same degree of protection for the environment as they 
do for human health and safety. Parliament accepted last year 
that separate provision for the protection of the environment is 
necessary, particularly in view of the fact that proposals to 
release GMOs to the environment are likely to increase 
significantly. Specific provisions for the environmental safety 
of GMOs were therefore included in Part VI of the Environmental 

Protection Act 1990. A copy of these provisions is at Appendix 

I. 



10. In introducing Part VI of the Environmental Protection Act 
1990, the Government took into account moves in the European 
Communities to establish common human health and safety and 
environmental standards for all genetic modification work, 
including a clearance system for the marketing of products 
consisting of or containing GMOs. These standards are now 
specified in two European Community (EC) directives which were 
adopted last year. They deal respectively with the contained use 
of genetically modified micro-organisms (90/219/EEC) and the 
deliberate release into the environment of genetically modified 
organisms (90/220/EEC). Copies of the directives are at, 
respectively. Appendices II and III. 

11. The draft Genetically Modified Organisms (Environmental 
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Protection) Regulations [199-] would implement in Great Britain 
the detailed environmental requirements of the 1990 Act and the 
EC directives. Part VI of the 1990 Act will take full effect 
when the regulations come into operation. 

12. The draft Genetically Modified Organisms (Health and Safety) 

Regulations [1992-] would implement in Great Britain the human 

health and safety requirements of the EC directives in a way 

which is broadly compatible with the above environmental 

requirements. They would replace the Genetic Manipulation 
Regulations 1989. 



13. While directive 90/219/EEC is concerned only with genetically 
modified micro-organisms, the proposed regulations would apply 
to all genetically modified organisms irrespective of size. The 
requirements maintain continuity with the 1989 regulations. 

14. The EC directives need to be fully reflected in UK law as 
soon as possible since their stipulated implementation date was 
23 October 1991. Subject to any changes required as a result of 
consultations. Ministers therefore intend to lay the proposed 

regulations before Parliament with the minimum of delay after the 
deadline for comments. 



Structure and effe ct of the i-eoulation. 

15. Two separate sets of regulations rather than a single legal 
instrument are proposed in the interests of simplicity. A single 
legal instrument would require complex provisions on enforcement 
and penalties because of the differing enabling powers and 
enforcement provisions of the 1974 and 1990 Acts. 

16. The two sets of regulations are nevertheless complementary 
and are designed to be read together. This is achieved by citing 
in the health and safety regulations certain provisions of the 
1990 Act and the associated draft regulations in a way which 
makes them apply directly or with amendment to human health and 
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safety. The only exception is that certain provisions in the 
health and safety regulations are introduced only for the purpose 
of protecting human health and safety. The guidance makes clear 
which these provisions are. 

17 . The guidance also seeks to make clear in one document what 
the practical effect of the two sets of regulations taken 
together is intended to be. The principal effect is to 
contribute to a revised legal framework for the assessment of the 
safety of GMO activities based on the requirements of the 1974 
and 1990 Acts and the EC directives, and to introduce new 
arrangements for providing public information about these 
activities. Comments are invited on the main features, in 
particular those relating to risk assessments, notifications and 
consents, and the way they are given effect in the regulations, 
bearing in mind that they form part of the detailed 
implementation of proposals whose principles have been approved 
by Parliament and adopted by EC member states. 

18. One difference between the proposed regulations and the 
existing HSW Act regulations is in relation to first use 
notifications and consent applications. Under the current 
regulations, there is a requirement to notify an intention to 
carry out any activity involving genetic modification. In 

this need be no more than a relatively simple 
^® 9 istration of a facility made in advance of more detailed 
notifications of individual activities. It is understood that 
organisations have found that there has been considerable 
advantage in being able to notify their genetic modification 
facilities in advance of notifying individual activities. 
However, under the proposed new regulations there would no longer 
be provision for such notification of general intention. "First 
use notifications" would include both general information about 
the facility and some information about the intended activity 
involving the importation or acquisition of genetically modified 
organisms . 
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19. It should also be noted that the criteria, for the purposes 
of the proposed regulations, for the classification of 
genetically modified micro-organisms into Group I or II, 
according to risk, are provisional. The criteria for 
classification are set out in Part I of Schedule 1 to the draft 
Genetically Modified Organisms (Environmental Protection) 
Regulations [199-]. They are based on Annex II to EC Directive 
219/90 on the contained use of genetically modified micro- 
organisms. The European Commission has issued guidelines, in the 
form of a Commission Decision (91/448/EEC) attached at Appendix 
IV, on the interpretation of these criteria. The drafting of the 
proposed regulations will be considered in the light of this 
Commission guidance. 

Administrative arrangements 

20. As work with GMOs has developed and diversified, the 
arrangements for administering the legal requirements have been 
adjusted to keep pace. Currently, the Health and Safety 
Executive (HSE) and the Department of Environment (DOE) jointly 
co-ordinate administrative arrangements in which other government 
bodies participate as necessary to ensure that all relevant 
considerations arising from notifications are taken into account. 
The current proposals for new regulations are designed to ensure 
that similar administrative arrangements can continue to operate 
in future in an appropriately updated legal framework. In 
particular, it is envisaged that the expert advisory role of the 
Advisory Committee on Genetic Modification (ACGM) and the 
Advisory Committee on Releases to the Environment (ACRE) will 
continue, and that the committees will advise both the Secretary 
of State and the Health and Safety Commission. 

21. Although not part of the regulations themselves, comments are 
also invited on any aspect of the proposals for administering the 
regulations, which are also set out in the guidance. 
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Cost benefit assessment: 



22. The "net present value" of the total costs to the UK economy 
over five years of implementing the proposed regulations is 
estimated to be between £3m and £10m. Much of this cost will be 
borne by companies, institutes and universities as HSE and DOE 
transfer costs by charging fees for consents to release and 
market GMOs. The large difference between the upper and lower 
estimates of total cost arises because it has been necessary to 
use alternative estimates for the proportion of work which may 
need to be reclassified from a lower to a higher category of 
risk. This will increase costs to industry and the enforcing 
authorities because more information in relation to these 
activities will be needed. The above figures do not take account 
of costs of any upgrading of containment facilities made 
necessary by reclassification of organisms for the purposes of 
environmental protection. 

23 . Total benefits are impossible to quantify because they 
largely concern the future development of an industry within the 
framework of the proposed regulations. That, together with the 
maintenance of existing high standards, the increased confidence 
in the industry and the new opportunities for exploitation of the 
market by UK firms, is expected to produce significant benefits 
over the next five years and beyond. 
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GENETICALLY MODIFIED ORGANI SMS (GMOs) : A GUIDE TO THE NEW RULES 



Issued jointly by the Department of the Environment and 
Health and Safety Commission 



Enquiries on this Guide may be made to: 
Mr D E Steele 

Department of the Environment 

Toxic Substances Division 

Room A3 40 

Romney House 

43 Marsham Street 

London SWl 3PY 

Telephone: 071-276-8327 

Mr T A Gates 

Health and Safety Executive 
Health Policy Division A 
Room 53 2 A 
Baynards House 
1 Chepstow Place 
London W2 4TF 

Telephone: 071-243-6120 
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LIST OF MAIN ABBREVIATIONS USED IN GUIDE 

ACGM: Advisory Committee on Genetic Modification 

ACRE. Advisory Committee on Releases to the Environment 

DOE : Department of the Environment 

EC : European Community 

EPA : Environmental Protection Act 1990 

GMO : Genetically Modified Organism 

GMM : Genetically Modified Micro-organism 

HSC : Health and Safety Commission 

HSE : Health and Safety Executive 

HSWA: Health and Safety at Work etc Act 1974 



References to the "Secretary of State" include references to the 
Secretary of State for the Environment and the Minister of 
Agriculture, Fisheries and Food acting jointly, as respects 
England, the Secretary of State for Wales, as respects Wales, and 
the Secretary of State for Scotland, as respects Scotland. 



References to the "EP Regulations" are references to the draft 
Genetically Modified Organisms (Environmental Protection) 
Regulations [199-] to be made under the Environmental Protection 



References to the "HS Regulations" are references to the draft 
Genetically Modified Organisms (Health and Safety) Regulations 
[199-] to be made under the Health and Safety at Work, etc Act 
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GENETICALLY MODIFIED ORGANISMS (GMOs): A GUIDE TO THE NEW RULES 



INTRODUCTION 



1.1 The purpose of this guide is to explain the new rules to 
ensure the safe use and handling of GMOs. The rules consist of 
legislation which Parliament or the European Community have 
already agreed together with the Regulations which the Government 
is now proposing to make. 

1.2 The guide has been prepared to assist consultation on the 
proposed Regulations. It will be revised in the light of comments 
made and be reissued when the Regulations come into operation. 
The intention is that it will show clearly what people have to 
do to comply with the new rules . 



interest to those doing genetic 
modification work in industry or in academic institutions and to 

anyone else who wants to know what the new rules will mean in 
practice. 



- Part 1 
associated 



contains an overview of the legislation and 
administrative arrangements . 



- Part 2 sets out the specific requirements and general 
duties affecting those engaged in GMO activities. 

- Annex 1 contains 
definitions. 



a glossary of the key terms and 



“ Annex 2 summarises the main requirements in diagrammatic 
form by reference to the activities of importing or 
acquiring, keeping, releasing and marketing GMOs. 

"GMO" Is used to mean all genetically modified 
"genetically modified micro-Lganisms" 

PART 1: OVERVIKW 

outlines the new legal framework for GMO safetv 

aLinist?ativelv requirements, how it will wo?k 

be affected! ^ enforced and how the public will 

should be noted that the outline does not describe 
legislation which may have an incidental bearing on work 
with GMOs. Such legislation includes, for example controls” on 

197l"on‘* medicines under the Medicines Act 1968 'and 

1985- on Environment Protection Act 

1985, on plant pathogens under the Plant Health (Great Britain ’k 

under the WTdV? "'r=-°<i-tion of novel species into th^Ck 

remaL^in force and « ^oimt^side Act 1981. This legislation 
n force and is not changed by the current proposals. 



B3 



Printed image digitised by the University of Southampton Library Digitisation Unit 



THE NEW LEGAL FRAMEWORK 

1 . 7 The legal framework for the control of GMO work is being 
changed to keep pace with technical progress and increasing 
environmental concerns and to reflect recent moves to lay down 
common safety standards in the European Community ( EC ) 
Developments leading to the present proposals are: ^ ^ • 

on EC countries of directive 
yu/ziy/EEC on the contained use of genetically modified 
micro-organisms; and directive 90/220/EEC on the deliberate 
release into the environment of genetically modified 
organisms . 



- The inclusion in the Environmental Protection Act 1990 
(EPA) of new and specific provisions on the environmental 
safety of GMOs which complement the existing legal 
requirements for health and safety at work (The Health and 

Safety at Work etc. Act 1974 and the Genetic Manipulation 
Regulations 1989). ^ 



- The publication in 1989 of the Royal Commission on 
Envxronmental Pollution's 13th report, on "The release of 
genetxcally engineered organisms to the environment". 

Modified Organisms (Environmental 
Protectxon) Regulatxons [199-] implement the detailed 
envxroimental requirements of both the EPA 1990 and the EC 
dxrectxves. The draft Genetically Modified Organisms (Health and 
Safety) Regulatxons [199-] implement the human heath and safety 

’Zt 3k® directives in a way which is broadly 
compatxbJ^e wxth the new environmental requirements. They are 

Health and Safety at Work, etc Act 1974 
1989^ ^ replace the Genetic Manipulation Regulations 



1 . 9 While directive 90/219/EEC is concerned only with GMMs the 
draft regulations apply to all organisms. This is already the 
case under the Genetic Manipulation Regulations 1989 and reflects 
the scope of legislation under HSWA dating back to 1978 



draft Regulations would apply to the whole of 
control authority for the EP Regulations 
w ^ Secretary of State for England, Scotland 

joxntly, where appropriate, with the Minister for 
grxculture Fxsherxes and Food. The control authority for the 
HS Regulations would be the Health and Safety Executive. Similar 
proposals xn respect of Northern Ireland are expected to be 
brought forward shortly. 



MAIN FEATURES OF THE NEW RULES 



1.11 The main features of the 
Manipulation Regulations 1989 



existing rules under the Genetic 
are: 



The classification of all GMO work and the determination 
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of safety procedures by reference to risk. 



The need for risk assessments in all cases. 



notification to the Health and Safety 
Executive (HSE) in certain cases before work can start 



rules have all of these features in 
^ thBre are some new features which 
strengthen the existing rules: 



common and , in 
build on and 



- The classification of GMMs into 
is expanded to take into 
implications . 



groups is continued but 
account environmental 



- The need to notify the Secretary of State 
in certain cases. 



as well as HSE 



- The underpinning of specific requirements by a general 

environment which complements elisSng 
tS respect of human health and safety under 



The need to keep records of risk assessments. 

obtain the consent of the Secretary of State 
and the HSE in specified cases where the risks are higher 
( such as proposals to release or market GMOs ) . 

CMOS? proposed experimental releases of 

The need to notify escapes of GMMs and to draw un 
emergency plans in appropriate circumstances. ^ 

Most of these new features are designed to meet our 
obligations as an EC Member State. Subject to the requirements 

specific product legislation, the benefits which 
r-lo= "ith the directives are the ability to 

?hroLhn'!.t°'fh = proposed GMO product for marketing 

cleared via oth«^®pr k ® ™ products 

clearance^ ^ member states without the need for further 



APPLICATION OF THE NEW RULES 



1.14 The new rules will apply to: 



“ Everyone who imports 
markets a GMO (these terms 
Annex 1 ) . 



acquires, keeps, releases or 
are explained in the Glossary in 



- GMOs produced or used in both academic work 
commercial research and development. 



and 



in 



work in containment (in laboratories, growth rooms, glass 
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houses, animal rooms and production facilities) as well as 
in the field, including proposals to release or market 
CMOS. 

1.15 They do not apply to: 

Organisms produced using techniques which are not 
prescribed in the regulations. 

“ Certain GMOs and/or their uses which are specifically 
exempted from the regulations. 

- Products which have been cleared for marketing by other 
Member States under the terms of the Deliberate Release 
Directive . 

1.16 The Deliberate Release Directive also provides that the 
clearance procedures for marketing GMO products need not apply 
to products which are subject to EC product legislation which 
provides for a risk assessment similar to that specified in the 
Deliberate Release Directive. The EC Commission, in consultation 
with Member States, has determined that no currently operative 
product legislation falls into this category. 

1.17 The regulations will be amended to provide appropriate 
exclusions as and when the Commission decide that particular 
product directives do provide for a risk assessment similar to 
that specified in the Deliberate Release Directive. UK policy 
is to encourage such provisions to be incorporated in product 
directives. This will mean that, following agreement and 
implementation of such directives, the marketing of many products 
will be able to be considered solely under relevant domestic 
product legislation. 

ADMINISTRATIVE ARRANGEMENTS 

1.18 The new rules will not affect the already well-established 
and successful system of unified administration in the UK: 

HSE and DOE will continue to take the lead in co- 
ordinating regulatory interests via a "single post box" for 
the receipt and processing of individual cases. 

- Forms for notifications and consents will be developed. 

- The interests of other relevant government bodies, such 
as the Ministry of Agriculture, Fisheries and Food, the 
Department of Health, will be taken into account as 
necessary by HSE/DOE as part of their co-ordinating role. 



- The Advisory Committee on Genetic Modification (ACGM) and 
the Advisory Committee on Releases to the Environment 
(ACRE) will continue to provide expert advice. 

1.19 Although ACGM will continue mainly to advise the Health and 
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Safety Commission and HSE, the Secretary of State will formally 
seek the advice of the committee on matters concerned with the 
import, acquisition and keeping of GMOs for contained uses. 

EC INFORMATION EXCHANGE AND PRODUCT CLEARANCE 

1 . 20 It is important to note that the new EC requirements are 
built into the new UK rules. This means that the process of 
seeking clearance for proposed new products via the EC Commission 
and other member states will follow automatically from the 
submission of an appropriate consent application to HSE/DOE, 
without the need for the applicant to make any additional 
submission. 

FORMS AND SINGLE POST BOX ADDRESSES 

1.21 All notifications and applications in respect of 
importation, acquisition and keeping of GMOs will be made to a 
single HSE address. All consent applications in respect of 
release and marketing of GMOs will be made to a single DOE 
address. Applicants will be required to use forms for this 
purpose which will be issued and made available from specified 
offices of HSE and DOE. 

1.22 As mentioned in paragraph 1.18, HSE or DOE will co- 
ordinate consideration of notifications or consent applications 
submitted. For example, the Scottish Office would be closely 
involved in any proposal affecting Scotland so as to ensure that 
the Secretary of State for Scotland * s responsibilities for 
environmental protection are properly taken into account. 

FEES 

1.23 Fees will be charged to cover the costs of processing 
consent applications. In the case of the Secretary of State, 
other costs (for example, inspection and enforcement costs) in 
relation to consents but not other aspects of the control system 
(for example, notifications) will also be reflected in the fee 
charged . 

1.24 The scheme of charges will be based on the cost recovery 
principle which applies to other similar services provided by 
government, such as authorisations under Integrated Pollution 
Control. Further information on the proposed scheme of fees will 
be issued in due course. On present estimates, however, it seems 
likely that consent fees will range between £2000 and £4000, 
depending on scale and complexity of the proposed operation being 
undertaken . 

ENFORCEMENT 

1.25 HSE inspectors appointed under the HSWA enforce existing 
GMO legislation and will, apart from two exceptions, continue to 
enforce the health and safety aspects of the new rules. The 
exceptions are that the enforcing authorities for products 
registered under the Medicines Act 1968 and for products supplied 
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from shops or retail outlets will be respectively the Royal 
Pharmaceutical Society and the local weights and measures 
authority . 



1.26 Under the EPA, the Secretary of State has separate powers 
to enforce the new environmental requirements and to appoint 
inspectors for this purpose. He is able to delegate both 
functions to another public body and is presently considering 
whether the most appropriate arrangement would be to make a 
delegation to HSE under an agency agreement. 

PUBLIC INFORMATION 



1.27 An additional feature of the new control regime is the 
provision^ on a statutory basis, of information to the public 
about GMO work. This is in line with general UK and EC policy on 
public access to such kinds of information. Information will be 
made available on public registers kept at specified offices of 
DOE and HSE. The information included on the registers will 
include, for example, particulars about notifications made 
applications for consents and consents issued. 



1.28 As required by section 123 of the EPA, the Secretary of 
State will not include information which, in his view, prejudices 
national security or whose disclosure could itself lead to 
environmental damage. Nor will the Secretary of State include 
on the register information which he determines to be 
commercially confidential. 



1.29 Certain information, however, may not be excluded from the 
register on grounds of commercial confidentiality where it 
relates to notifications, or to applications for consents, or to 
consents granted by the Secretary of State. Information of this 

address of the notifier or applicant; 
the description and location of the use or release of the GMO* 
the purpose for which it being used; and relevant risk assessment 



aAoS given to the Secretary of State and HSE by ACRE and 

notifications and consent applications will be among the 
matters included on the register. To enable the Secreta:^ of 
state and HSE to consider representations on consent 
applications, there will be a period allowed to elapse between 
the placing of advice from either committee on the register and 
their taking a decision on the application. This period cannot 
+-^ since the date of receipt of applications in relation 

to meetings of the advisory committees is not known. However 
It IS expected that, in the case of releases, this period will 
not normally be less than one month. 

1.31 Like Integrated Pollution Control registers, registers of 
information about GMOs will be kept at specified local or central 

charge, but an appropriate 
fee will be charged for obtaining copies of entries. 
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— 2j SPECIFIC REQUI REMENTS AND GENERAL DUTIES ON THOSE 

UNDERTAKING GMO ACTIVTTTFg 



purpose of this part is to describe in more detail how 
rules affect those doing genetic modification work, which 
of their activities are covered and what they must do to meet the 
rules affecting those activities. 



GENERAL EFFECT OF THE EPA AND THE NEW REGULATIONS 

2.2 The draft Genetically Modified Organisms (Environmental 
Prot^tion) Regulations [199-] impose specific requirements based 
on the general principles set out in the EPA. The draft 

Modified Organisms (Health and Safety) Regulations 
L199-] specify certain provisions of the EPA and associated draft 

Regulations and apply or amend them as necessary for the purpose 
of human health and safety. 



RESPONSIBILITY FOR NOTIFICATIONS AND CONSENT APPLICATIONS 

2.3 For the purposes of both sets of Regulations, responsibility 
for notifying or applying for consent rests with the person 
undertaking the activities. In practice, the "person" will 
normally be a body corporate such as a company, university or 

under the Genetic 

Modification Regulations 1989. 



2.4 Persons carrying activities using GMOs may be liable to 
prosecution for certain offences under the EPA and HSWA if they 
fail to comply with the statutory requirements . 

ACTIVITIES COVERED 

Import , — a cquisition, — keepin g, release and marketing of GMOs 

2.5 The new rules apply to the import, acquisition, keeping 
release and marketing of GMOs with the purpose of preventing or 
minimising any damage to the environment and protecting human 
health and safety in relation to these activities. 



2.6 It should be noted in this context that "release" means the 
deliberate release of GMO and not the escape of a GMO from a 
contained facility. For further information on this point see 
paragraph 2.67 and paragraph 9 of Annex 1. 



Prescribed tech nigues of genetic modification 

2.7 For the purposes of the regulations, GMOs are defined as 
organisms which are derived from the application of the 
artificial techniques prescribed in Regulation 3 of the EP 
Regulations. In certain cases, the "additional" technigues 

Regulation 2(3) are relevant to the control of 
GMOs which someone is keeping. Further guidance on the meaning 

and application of these terms is given in the Glossary in Annex 

1 . 
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Classification of import, acquisition and keeping activities 

2.8 For the purposes of import, acquisition and keeping: 

- GMMs are classified according to the risk criteria listed 
in Part I of Schedule 1 to the EP Regulations into Group I 
or II, with Group I comprising the lower category of risk. 

- Operations are classified as Type A or B, where Type A 
is, generally, small-scale and non- commercial. 

- Non-micro- organ! sms are covered, but are not subject to 
the Group I or II classification. 

2.9 The classification criteria for Groups I and II and Types 
A and B are summarised in Annex 1 . Further guidance on the 
criteria for Group I classification is contained in the EC 
document reproduced at Appendix IV. The classifications 
correspond broadly to the classifications contained in the 
Genetic Manipulation Regulations 1989, but account has been 
additionally taken of environmental aspects. It should be noted 
that further guidance on classification will be issued before the 
Regulations come into force. 

EXCLUSIONS FROM CONTROL ZVND EXEMPTIONS 

Biocontrol agents 

2.10 Damage to the environment may technically include the 
destruction of organisms which are pests and are themselves 
harmful in other ways (for example, by causing damage to crops 
or livestock ) . The harm caused by GMOs used in approved bio- 
control agents, such as pesticides or veterinary medicines, to 
control the numbers and activity of pests is therefore 
disregarded for the purposes of the Regulations and the general 
requirements of the EPA ( EP Regulation 4 ) . Any harm caused to 
organisms other than the targeted pests does not come within the 
exception and will not be disregarded under the Regulations. 
Persons releasing GMOs which are bio-control agents will 
therefore need to ensure that they are carefully targeted on the 
pest species and to take careful account of any potential effects 
on other organisms. This harm will need to be minimised in 
accordance with the purpose of Part VI of the EPA. 

Other exemptions 

2.11 Other specific exemptions from the requirements in the 
regulations are: 

- The import, acquisition or keeping of self -cloned non- 
pathogenic naturally occurring GMMs which fulfil the 
criteria of Group I for recipient GMMs (EP Regulations 10 
and 20). 

- The import, acquisition or keeping of somatic animal 
hybridoma cells (EP Regulations 10 and 20). 

BIO 
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- The import, acquisition or keeping of a product approved 
by the Secretary of State and the HSE or under the EC rules 
and used in accordance with any appropriate limitations or 
conditions (EP Regulations 10 and 20). 

“ The marketing of a product which has been approved by 
another Member State under the terms of the Deliberate 
Release Directive (EP Regulation 26). 

LEVELS OF CONTROL AND MAIN REQUIREMENTS 

Risk ass essment, notification, consent and general duties 

2.12 The requirements on those whose activities are not excluded 
or exempted from the new rules depend on the nature of the 
activity and the type of organisms involved. There are three 
main levels of control: risk assessment, notification and 
consent . 

- Risk assessment: Everyone has to carry out an assessment 
of the risk of damage to the environment and risk to human 
health from the GMOs for which he or she is responsible and 
keep appropriate records (EPA, Section 108 and Section 111 
and HS Regulations 7 and 10 ) : 

” Egcord s... and a written summary of risk assessments 
must be kept for 10 years and be made available to the 
Secretary of State or HSE on request ( EP Regulations 
5, 13 and 19 and HS Regulations 8, 11 and Schedule 2). 

“ matters to be investigated and assessed in risk 
assessments are set out in: EP Regulations 5 and 8 and 
Schedule 2 and HS Regulations 8, 11 and Schedules 1 
and 2 for import, acquisition and keeping; EP 
Regulation 22 and HS Regulations 8 and 11 and 
Schedules 1 and 5 for release; and EP Regulation 27 
and HS Regulations 8 and 11 and Schedules 1 and 5 for 
marketing . 

“ For health and safety purposes, risk assessments are 
required to be carried out, as is currently the case 
under the Genetic Manipulation Regulations 1989, by a 
method approved by HSE (HSE Regulations Schedule 1). 
Copies of the approved risk assessment form will be 
available in due course from HSE offices. 

Biologi cal safety committees : Any persons 
undertaking a risk assessment for the purposes of the 
regulations must establish biological safety committee 
to advise them in relation to that assessment. Advice 
on the constitution and functions of such committees, 
which are currently required to be established under 
the Genetic Manipulation Regulations 1989, is 
contained in ACGM/HSE Note 11 "Genetic Manipulation 
Safety Committees", which is available from HSE (HSE 
Reg 17). 
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cases where risk assessment alone would 

hul^n environment and 

__ safety. Information about proposed or 

State notified to the Secretary of 

or whilcf-h -i-h, prescribed cases before they may proceed 
HS RSu?atron^7ff® undertaken (EPA, Section 108 and 

activities may only proceed after a 

State^anH °*^'tained from the Secretary of 

State and HSE (EPA, Section 111 and 112 and HSE Repulsion 

di’itv levels of control are underpinned by a general 

faf^y! environment and to ensure human'^healS and 

ciefr ® structured with the intention of making 

oeneLi*^ dnt^ ^ ® Particular activities. The 

aoDlicable to 'j l*°wever, remain continuously 

^ all controlled (ie, non- exempted ) activities 

need^t^o a°r!i°'' Particular requirement is ?h4 

neea to do a risk assessment. 

Notification periods 

.. under the Genetic Manipulation Regulations IQRQ 

activities requiring prior notification (but not those reauirina 

consent) m^ay proceed after a prescribed p^Sod has e^ansed 

providing that the Secretary of State and HSE are satisfied that 

the information which is relevant to the GMO and activitv 

concerned has been correctly notified . The proposed activJ tv mav 

of°?n^ automatically after the prescribed period in the ablenci 

of any request for further information or direction bv ?he 
Secretary of State or HSE. uirecrion ny the 

2.16 Notifications are also required after any significant 
change in the heritable genetic material of a GMO which is nSt 

caused by the person responsible for keeping it and 

of^the"orofnfa“®® original risk assessment done in^respect 
Of the organism concerned to require alteration. 

2.17 In summary, the prescribed notification periods are: 

specific permission, in the case 
of notification of the first use of an installation. 

- 60 days, or sooner with specific permission, in all other 

notification is required before a particular 

ex^ple, further modification of an existing 
GMO) is performed. ^ 

- As soon as practicable in the case of any unintended 
change in the heritable genetic material of a GMO. 

2.18 The clock stops whilst the Secretary of State or HSE are 
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awaiting any additional information for which they have asked. 
Any new information which comes to light after notification but 
before import or acquisition must also be notified, in which case 
the clock goes back to the beginning again (EP Regulations 7 and 
15 and HS Regulations 8, 11 and Schedule 1). 

2.19 For the purposes of human health and safety, HSE is able 
to agree that in particular cases or particular classes of cases 
activities may proceed in advance of the prescribed notification 
periods. Information about classes of activity which are subject 
to such agreements will be available from a specified HSE office 
in due course. In line with this provision, the Secretary of 
State has powers to notify persons who have submitted a 
notification that they may proceed earlier than the notified 
period . 

Periods for deciding consent applications 

2.20 Activities requiring consent may not proceed until the 
Secretary of State and HSE have given their specific consent. 

2.21 The Secretary of State and HSE are required to decide on 
applications for consents to import, acquire or release GMOs 
within 90 days and applications for consent to market within 150 
days . The longer period in relation to marketing is necessary 
to enable the clearance with other EC Member States via the EC 
Commission of consents which the Secretary of State and HSE are 
minded to grant. Cleared products may then be marketed 
throughout the whole of the EC (EP Regulations 31 and 32 and HS 
Regulation 8 ) . 

Period of validity of consents 

2.22 Specific conditions may be attached to consents, including 
a condition which may cause the consent to expire after a 
specified perxod. Consents may also be revoked or varied by the 
Secretary of State and HSE after they have been issued. 

IMPORTING, ACQUIRING AND KEEPING: PARTICULAR REQUIREMENTS FOR 
RISK ASSESSMENT, NOTIFICATION OR CONSENT 

2.23 Whether risk assessment alone, or risk assessment and 
notification or consent is required for the activities of import, 
acquisition and keeping depends on the kind of GMO, the 
installation where it is to be kept, what the person responsible 
intends to do with it (and when), and what happens to it so long 
as it continues to be kept. The following section summarises the 
particular requirements for individual categories of GMOs and 
operations . 

2.24 Notifications or applications for consent in respect of a 
proposed programme of different but related operations may, where 
appropriate and depending on the circumstances, be considered as 
part of a single notification or consent application. 

2.25 In the case of notifications or applications for consent 
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in respect of "first use", the extent to which, for example, 
different laboratories within the same research institution may 
be regarded as a single installation will largely depend, as it 
does presently under the Genetic Manipulation Regulations 1989, 
on the way in which the management structure of the body making 
the notification or consent application is organised. 

Case 1 



Group 1 GMMs Type A Operations 

Ei-sk assessment — and n otification before import and acquis ition 
and first use 



2.26 Before the person responsible imports or acquires anv Groun 
I GMMs for Type A operations for first use at an installation 
where they have not been kept before, he must: 

~ Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 2 ( EP Regulation 5(1)). 

- 90 days before, notify to HSE/DOE the information 
prescribed in EP Regulations Schedule 3, Part 1 and HS 

Regulations Schedule 3 (EP Regulations 6(3) and 7(1) and HS 
Regulation 8 ) . 



Risk assessment be fore import or acquisition after first use 

2.27 Before the person responsible undertakes any subsequent 
imports or acquisitions of Group 1 GMMs for Type A operations at 
the same installation after first use, he must: 



- Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and Ss 
Regulations Schedule 2 (EP Regulation 5(1) and HS 
Regulation 8 ) . 



Retrospective — notificatio n after import or acquisition after 
first use 

2.28 Prior notification to HSE/DOE is not required for 
individual imports and acquisition after first use so long as the 
GMMs remain in Group I and are used only for Type A operations. 
For health and safety purposes only, however, the person 
responsible must notify HSE at the beginning of each year that 
they have continued to undertake such activities and give a 
statement of any changes to the information notified as part of 
the notification of first use. Forms for this purpose will be 
available from specified offices in due course. This will replace 
existing requirements for annual retrospective notifications 
under the Genetic Manipulation Regulations 1989 (HS Regulation 

2.29 Records of risk assessments for this purpose should 
include: the date of first use notification; a full record and 
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summary of the risk assessment; the purpose of the activity and 
the culture volumes used. 

Risk assessment and notification of continuing to keep organisms 
in certain circumstances after import or acquisition 

2.30 Depending on the circumstances, one or more of the 
following requirements may apply to any Group I GMMs used in Type 
A operations which continue to be kept by the person responsible 
for their import or acquisition and which are not destroyed, 
passed to another person or (with consent) released or marketed: 

A. Before the organisms being kept are either transported 
or further modified by an ” artificial" or "additional" 
technique; or as soon as practicable after the person 
responsible becomes aware of any significant unintended 
change in its heritable genetic material that could affect 
the original risk assessment, he must: 

- Do a risk assessment, taking account of the matters 
relevant to the keeping of the organisms prescribed in 
EP Regulations Schedule 2 and HS Regulations Schedule 
2 (EP Regulation 11 and HS Regulations 8, 11 and 
Schedule 1 ) . 

B. 60 days before the person responsible changes the type 
of operations in relation to which the organism is being 
kept from Type A to Type B (for example, by scaling up the 
culture volume ) , he must : 

- Notify to HSE/DOE the information prescribed in EP 
Regulations Schedule 3, Parts I and II and HS 
Regulations Schedule 3 (EP Regulations 14(4) and 15(1) 
and HS Regs 8, 11 and Schedule 1). 

C. 60 days before the person responsible modifies the 
organism by means of an "artificial" or "additional" 
technique such that its risk classification changes from 
Group I to Group II, he must: 

- Notify to HSE/DOE the information prescribed in EP 
Regulations Schedule 3, Parts I, II and III and HS 
Regulations Schedule 3 (EP Regulations 14(4) and 15(1) 
and HS Regs 8, 11 and Schedule 2). 

D. As soon as practicable after the person responsible 
becomes aware of an unintended change in the heritable 
genetic material of the organism such that its risk 
classification changes from Group I to Group II, he must: 

- Notify to HSE/DOE the information prescribed in EP 
Regulations Schedule 3, Parts I, II and III and HS 
Regulations Schedule 3 (EP Regulations 14(4) and 15(2) 
and HS Regulations 8 ) . 

E. 60 days before the person responsible further modifies 
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■the organism by means of an "artificial” or "additional" 

technique if a notification was previously required, he 
nius't3 • 

— Notify to HSE/DOE the information prescribed in EP 
Regulations Schedule 3 and HS Regulations Schedule 3 
to the extent that it has changed from the previous 
notification(s) (EP Regulations 14(4) and 15(1) and HS 
Regulations 8, 11 and Schedule 1). 

F, As soon as practicable after the person responsible 
becomes aware of any significant unintended change in the 
heritable genetic material of the organism affecting the 
orxgxnal risk assessment if a notification was required 
before, he must: 

“ Notify to HSE/DOE the information prescribed in EP 
Regulations Schedule 3 and HS Regulations Schedule 3 
to extent that it has changed from the previous 
notification(s) (EP Regulations 14(4) and 15(2) and HS 
Regulation 8 ) . 

G. Within 90 days of becoming aware of any change in the 
xnformation given in any of the circumstances described in 
B to F above where notification is required or if that 

information is no longer up to date, the person responsible 
must : 



~ Notify to HSE/DOE the information prescribed to the 
extent that it has changed from the previous relevant 
notification(s) (EP Regulations 14(5) and 15(4) and HS 
Regulation 8 ) . 

Consent to continue to kee p organisms in certain circumstances 

2.31 In the circumstances described at C above, the proposed 
modification may only proceed if the installation concerned is 
also subject ro a consent to do work with Group II organisms. 
If the person responsible does not have such a consent, he must 
first obtain one in accordance with the requirements for " first 
use" . 

2*32 In the circumstances described at D above, the person 
responsible has to obtain a consent to continue to keep the 
organisms concerned. To do so, he must also first obtain a 
consent in accordance with the requirements for "first use" set 
out in Case 5 (Group II Type A). The requirements relating to 
that case then apply in respect of those organisms. 

Case 2 



Non-GMMs which satisfy the criteria in Schedule 1, Part II 

2.33 GMOs in this case are non-GMMs (such as plants or animals) 
which are as safe in the containment facility (for example, a 
growth room) as any recipient or parental organism and which have 
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no adverse consequences in the environment. 

Risk assessment and notification before import and acquisition 
and first use 



2.34 Before the person responsible imports or acquires GMOs in 
this case for first use at an installation where they have not 
been kept before, he must: 

“ Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 2. (EPA, Section 108 and EP Regulation 
5(1) and HSE Regs 2 , 8 and 10)) 

90 days before, notify to HSE/DOE the relevant 
information prescribed in EP Regulations Schedule 3, Parts 
I, II and III and HS Regulations Schedule 3 (EPA, Section 
108 and EP Regulations 6(1 )(e) and (3)(c) and 7(1) (a) and 
HS Regulations 7 and 8 ) . 

Risk assessment before import or acquisition after first use and 
retrospective notification 

2.35 The requirements for risk assessments before any subsequent 

imports or acquisition of GMOs in this case and for 

notifications to HSE at the beginning of each year are the same 
as those for Case 1. 

R isk assessment of continuing to keep organisms in certain 

circumstances after import or acquisition 

2.36 The requirements are the same as those which apply in the 

circumstances described at A in Case 1 . None of the 
circumstances described at B to G in Case 1 are relevant to the 
keeping of GMOs which are not micro-organisms, so the 

requirements specified for those circumstances do not apply. 

Case 3 

Group I GMMs Type B Operations 

Risk assessment and notification before import and acquisition 
and first use 



2.37 Before the person responsible imports or acquires any Group 
I GMMs for first use at a Group B installation where they have 
not been kept before, he must: 

- Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 2 (EP Regulation 5(1) and HS 
Regulation 8 ) . 

- 90 days before, notify to HSE/DOE the information 
prescribed in EP Regulations Schedule 3, Part I and II and 
HS Regulations Schedule 3 (EP Regulations 6(3) and 7(1) and 
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HS Regulation 8 ) . 



Risk assessment and notification before import or acau isltlnn 

after first use 

2.38 Before the person responsible undertakes any subsequent 
imports or acquisitions of Group 1 GMMs for Type B operations at 
the same installation after first use, he must: at 

- Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 2 (EP Regulation 5(1) and HS 
Regulation 8 ) . 

“ 60 days before, notify to DOE/HSE the information 
prescribed in EP Regulations Schedule 3, Parts I and II and 
HS Regulations Schedule 3 ( EP Regulation 6 ( 3 ) ( b ) and 7 ( 2 ) 
and HS Regulation 8 ) . 

E ^sk assessment and notificatio n of continuing to keen organism s 
in certain circumstances ~ 

certain circumstances, a risk assessment as set out in 
below has to be done. Thereafter, notification requirements 
set out in B to D apply to any Group I Type B GMMs which continue 
to be kept by the person responsible for their import or 
acquisition and which are not destroyed, passed to another person 
or (with consent) released or marketed: 

A. Before the organisms being kept are either transported 
or further modified by an "artificial" or "additional" 
technique; or as soon as practicable after he becomes aware 
of any significant unintended change in its heritable 
genetic material affecting the original risk assessment 
the person responsible must: 

“ Do a risk assessment, taking account of the matters 
relevant to the keeping of the organisms prescribed in 
EP Regulations Schedule 2 and HS Regulations Schedule 
2 (EP Regulation 11 and HS Regulations 8, 11 and 

Schedule 1 ) . 

B. 60 days before the person responsible further modifies 
an organism in this case by means of an "artificial" or 

additional" technique, he must: 

“ Notify to HSE/DOE the information prescribed in EP 
Schedule 3 and HSE Schedule 3 to the extent that it 
has changed from the previous notification( s ) relating 
to its import, acquisition or keeping (EP Regulations 

14(4) and 15(1) and HS Regulations 8, 11 and Schedule 
1 ) . 

C. As soon as practicable after the person responsible 
becomes aware of any significant unintended change in the 
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heritable genetic material affecting the original risk 
assessment of an organism in this case, he must: 

- Notify to HSE/DOE the information prescribed in EP 
Regulation Schedule 3 and HS Regulations Schedule 1 to 
the extent that it has changed from the previous 
notification( s ) relating to its import, acquisition or 
keeping (EP Regulations 14(4) and 15(2) and HS 
Regulation 8 ) . 

p. Within 90 days of becoming aware of any change in the 
information given in any of the circumstances described in 
B or C or if that information is no longer up to date, the 
person responsible must: 

- Notify to HSE/DOE the information prescribed to the 
extent that it has changed from the previous relevant 
notification(s) (EP Regulations 14(5) and 15(4) and HS 
Regulation 8 ) . 

■ QQ?>SGrit _ _for continuing to keep organisms in certain circumstances 

2.40 Within 90 days of becoming aware of any unintended change 
in the heritable genetic material of any of the organisms being 
kept which changes their classification from Group I to Group II, 
the person responsible must obtain a consent to continue to keep 
the organisms concerned. The consent should be obtained in 
accordance with the requirements for "first use" set out in Case 
6 (Group II Type B). The requirements of that case then apply 
to those organisms. 

Case 4 



Non-GMMs which do not satisfy the criteria in Schedule 1, Part 



2.41 GMOs in this case are non-GMMs (such as plants or animals) 
which are not as safe in the containment facility as any 
recipient or parental organism and which do have adverse 
consequences in the environment. 

Notification before import and acquisition and first use 

2.42 Before the person responsible imports or acquires such GMOs 
for first use at an installation where they have not been kept 
before, he must: 

- Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 2 (EPA, Section 108 and EP Regulation 
5(1) and HS Regulations 7,8 and 10). 

- 90 days before, notify to HSE/DOE the relevant 
information prescribed in EP Regulations Schedule 3, Parts 
I, II and III and HS Regulations Schedule 3 (EPA, Section 
108 and EP Regulations 6(2)(e), (3)(c) and 7(1)(4) and HS 
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Regulation 8 ) . 

Notification before import or acquisition after first use 

2 . 43 Before the person responsible undertakes any subsequent 
imports or acquisitions of non-GMMs in this case at the same 
installation after first use, he must: 

- Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 3 (EP Regulation 5(1) and HS 
Regulation 8 ) , 

- 60 days before, notify to DOE/HSE the information 
prescribed in EP Regulations Schedule 3, Parts I, II and 
III and HS Regulations Schedule 3 (EP Regulation 6(2) (f) 
and 7(2) and HS Regulation 8) . 

Continuing to keep or g anisms after import or acauisltlon 

2.44 The requirements are the same as those which apply in the 
circumstances described at A to D in Case 3. 

Case 5 



Group II GMMs Type A Operations 

Consent to imp ort or acquire before first use 

2.45 Before the person responsible imports or acquires any Group 
II Type A GMMs for first use at an installation where they have 
not been kept before, he must: 

- Apply to HSE/DOE for a consent to use the installation 
for this purpose, submitting the information prescribed in 
EP Regulations Schedule 4, Part I and HSE Regulations 
Schedule 4 and a statement of any information which it is 
technically impossible or unnecessary to include (EP 
Regulation 9(1) (a), and (3) and HS Regulation 8). 

I' proceed, subject to any conditions required 
by HSE/DOE and notification being given of individual imports and 
acquisitions, once consent has been given. In line with the 
Contained Use Directive, consents will be issued within a period 
of 90 days. 

— ^sessment — and notification of import or acouis-t-M nr. 

following consent 

2.47 Before the person responsible undertakes imports or 
acquires any Group II GMMs for Type A operations at the 
installation to which the consent relates, he must: 

“ Do a risk assessment taking account of the relevant 
matters prescribed in EP Regulations Schedule 2 and HSE 
Regulations Schedule 2 ( EP Regulation 5(1) and HS 
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Regulation 8 ) . 



- 60 days before, notify to DOE/HSE the information 

prescribed in EP Regulations Schedule 3, Parts I, II and 
III and HS Regulations Schedule 3 (EP Regulation 6(2)(d) 
6(3)(c) and 7(2) and HS Regulation 8). 



Risk ass e ssment and no tifica tion of continuing to keep organism s 
after import or acquisition 



2.48 The requirements are the same as those which apply in the 
circumstances described at A to D in Case 3. 



Consent for continuing keep organisms and risk 
transport 



assessment before 



2.49 Before the person responsible changes the type of 

operations in relation to which the organisms are being kept from 

Type A to Type B (for example, by scaling up the culture volume), 
he must : ' ' 



Apply to HSE/DOE for a consent to continue to keep the 
organisms, submitting the information prescribed in EP 
Regulations Schedule 4, Part II and HS Regulation Schedule 
4 (EP Regulation 17(1 )(c) and 18(1) (a) and HS Regulations 
8, 11 and Schedule 1). 



-Give notice of the consent application to the police, the 
fire service and the environmental health officer 
including the emergency response plan which forms part of 

Regulation Schedule 4 information submitted to 
HSE/DOE (EP Regulation 18(2)). 



2.50 Once consent has been granted and the organisms are used 
iri Type B operations, further consents to continue to keep the 
organisms may be required as necessary in the circumstances 
described at B and C in Case 6 (Group II Type B). 



2.51 Before the organisms being kept are transported, the person 
responsible must: ^ 



- Do a risk assessment by reference to the proposed 
of transport of the organisms (EP Regulation 19(1) 
Regulations 8, 11 and Schedule 1). 



manner 
and HS 



Case 6 



Group II GMMs Type B Operations 

Consent to import or acquire before first use 

2.52 Before the person responsible imports or acquires anv Groun 
II Tpe B GMMs for first use at an installation where they have 
not been kept before, he must: 

- Do a risk assessment taking account of the relevant 
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matters prescribed in EP Regulations Schedule 2 and HS 
Regulations Schedule 2 (EP Regulation 9(l)(b)(ii) and (4) 
and HS Regulations Schedule 1 ) . 

- Apply to HSE/DOE for a consent to use the installation 
for this purpose for the first time, submitting the 
information prescribed in EP Regulations Schedule 4, Parts 
I and II and HS Regulations Schedule 4, at appropriate 
level of detail, and a statement of any information which 
it is technically impossible or unnecessary to include (EP 
Regulation 9(l)(b)(i), (2) and (3) and HS Regulation 8). 

- Give notice of the consent application to the police, the 
fire service and the environmental health officer, 
including the emergency response plan which forms part of 
the Schedule 4 information submitted to HSE/DOE (EP 
Regulations 9(5)). 

2.53 The first use operation to which the consent application 
relates may proceed, subject to any conditions required by 
HSE/DOE, once consent has been given. 

Consent to import or acquire after first use 

2.54 Subsequent individual imports or acquisitions of Group II 
Type B GMMs are also subject to consent. The requirements for 
obtaining consents are the same as for first use. Each individual 
operation may only begin once consent has been given. The period 
in which consent applications are decided is 90 days. 

Consent to continue to ke e p organisms and risk assessments before 
transport 

2.55 Depending on the circumstances, the following requirements 
apply to any Group II Type B GMMs which continue to be kept by 
the person responsible for its import or acquisition and which 
is not destroyed, passed to another person or (with consent) 
released or marketed: 

A. Before the consent to import or acquire the organisms 
expires or is revoked, the person responsible must: 

- Apply to HSE/DOE for a consent to continue to keep 
the organisms, submitting the information prescribed 
in EP Regulations Schedule 4 and HS Regulations 
Schedule 4, to the extent to which the relevant 
information has changed since the consent to import or 
acquire was granted (EP Regulations 17 and 18(l)(c) 
and HSE Regulations 8 ) . 

- Give notice of the consent application to the 
police, the fire service and the environmental health 
officer, including the emergency response plan which 
forms part of the EP Regulations Schedule 4 and HS 
Regulations Schedule 4 information submitted to 
HSE/DOE (EP Regulation 18(2) and HS Regulation 8). 
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B. Before any previous consent to continue to keep the 
organisms expires or is revoked, the person responsible 
must: 



- Apply to HSE/DOE for a renewed consent to keep 

organisms, submitting the same information and notice 
to the police, etc as that required in the 

circumstances described at A. 

C. Before the organisms are further modified by means of an 
3-^^i^icial or "additional” technique, the person 
responsible must: 

- Apply to HSE/DOE for a renewed consent to keep 

organisms, submitting the same information and notice 
to the police, etc as that required in the 

circumstances described at A. 

2.56 Operations may proceed, subject to any conditions required 
by HSE/DOE and notification being given of individual imports and 
acquisitions, once consent has been given. 

2.57 Before the organisms being kept are transported, the person 
responsible must: 

- Do a risk assessment by reference to proposed manner of 
transport of the organisms (EP Regulation 19(1)) and HS 
Regulations 8, 11 and Schedule 1). 

CONSENTS TO RELEASE GMOs 

2.58 A consent is required for all GMO releases apart from 
releases of products which have received the approval of the UK 
authorities or the authorities of another EC member state under 
the terms of the Deliberate Release Directive. Applications for 
a single release or a programme of multiple releases over a 
period of up to three months may be considered in the same 
application. The period of three months relates to the maximum 
period over which initial releases to the environment can occur 
before a further consent is necessary. It does not relate to the 
period that a released organism remains in the environment, which 
may be considerably longer. 

(EP Regulation 21 and HS Regulation 8) 

2.59 Consent applications must contain relevant information, at 
a appropriate level of detail, in accordance with the 
requirements prescribed in DOE Regulations Schedule 5 and HSE 
Schedule 5 . ^ Data or results of previous releases of the same 
organisms (including details of applications made to other EC 
member states) must be included together with a risk assessment. 
With their agreement, other persons' data and results may be also 
be included in support of the application. 

2.60 Relevant information submitted in respect of an earlier 
application, either by the applicant, or, with their agreement, 
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by someone else, may be excluded, as long as reference is made 
to the previous notification. 



( EP Regulation 22 and HS Regulations 8,11 and Schedule 1) 

2.61 Applications must be advertised in the press and, at the 
time when the applicant makes the application, notified to 
specified bodies such as the local authority and the Nature 
Conservancy Council, as appropriate. Advertisements should be 
made in the area or areas likely to be affected by the proposed 
release. What this means in practice will depend on the 
circumstances of particular cases. For example, it is likely 
that advertisements covering a wide area would be required in the 
case of the release of a genetically modified insect. In most 
cases of the small scale experimental release of genetically 
modified plants, however, advertisements which are confined to 
the area of the proposed release sites are likely to suffice 



(EP Regulation 24 and HS Regulation 8) 

°i releases must be notified to the Secretary 
of State and HSE in terms of any risk to the environment or human 

particular reference to any kind of product for 
which the person responsible intends to seek a consent to market 
at a later stage. 



(EP Regulation 25 and HS Regulations 8, 11 and Schedule 1) 
CONSENTS TO MARKET GMQg 

= ■ * '=°'^sent is required for the marketing of all GMO products 

apart from the marketing of products which have received the 
°5 ™ authorities or the authorities of another EC 

member state under the terms of the Deliberate Release Directive. 

(EP Regulation 26 and HS Regulation 8) 

2 . 64 Consent applications must contain relevant information at 
a appropriate level of detail, in accordance with 'the 
requirements prescribed in DOE Schedule 5 and 6 and HSE Schedule 
5; Data or results of previous releases of the same organisms 
(including details of applications made to other EC member 
states) must be included together with information about R£D 
marketing, use, handling and, unless it can be demonstrated to 
be unnecessary labelling and packaging. With their agreement 

sunnLt’^^f results may be also be Included ±k 
support of the application. 

(EP Regulation 27 and HS Regulations 8, 11 and Schedule 1) 
NOTIFICATION OF ESCAPES OF GMOs 

2.65 In addition to the requirements for emergency plans for 

certain circumstance, anyone who is keeping 
containment is required to notify the Secretary of State 
and HSE of any escapes of the organisms concerned if there is a 
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environment or human health and safety. 
( EP Regulation 16 and HS Regulation 8)) 

niwfied information must be 

- The circumstances of the escape. 

- The type of GMO. 

Any information necessary to assess the effects of the 
escape on the environment. 

- The emergency measures taken. 

kcL constitutes "harm" depends on the 

.. , T ch individual case. (See the Glossary at Annex 1 for 

® definition of "harm" in terms of the EPA). As part of 

use will ^ below ) persons keeping GMOs in contained 

threltii against their escaping in ways which could 

f ^ environment. Certain kinds of trivial escape may 

1 jg* iL i. m SL T * IT damage being caused 

known, for example, that at low 

removed from difficult to prevent micro-organisms being 

worker! on, say, the clothes of laborator? 

® f ‘I escapes would not be considered to pose a threat 

since the risk assessment would already have indicated the 
appropriate containment level. indicated the 

TRANSITIONfiL PROVISIONS 

Regulations contain transitional provisions 

the new'^* ^o ensure that the change from the present to 

the new rules is made as smoothly as possible. In general terms 

th!^!o?k°’!f^ th"^ ^^'"h ^h° objectives. First, to ensure that 

e work of those who have notified under the 1989 Regulations 

may continue with as little disturbance as possible. Second to 

eve^one keeping GMOs in due course becomes subject 

Dir!!tivts regime, thereby ensuring implementation of the 

draft EP Regulations specify categories of 
made under the Genetic Modification Regulations 
R!S!la!lons:”°“ treated as notifications under the new 



- Notifications which relate to the "first 
installation and which are made after the date 
90 days before the coming into operation of the 
(EP Regulation 35). 



use" of an 
which falls 
Regulations 



- Notifications which relate to subsequent 
installation and which are made after the date 
60 days before the coming into operation of the 
(EP Regulation 36). 



uses of an 
which falls 
Regulations 



B25 



Printed image digitised by the University of Southampton Library Digitisation Unit 



2.70 The following particular environmental safety requirements 
apiy to a person who was keeping GMOs before the date on which 
the Regulations come into force and who is still keeping them on 
that date . He must : 

^ 3Tisk assessment within 1 year in respect of the 
GMOs concerned, taking account of the relevant matters 
prescribed in EP Regulations Schedule 2 (EP Regulation 11). 

Where a previous notification was required under the 1989 

organisms, make a further notification to 
HSE/DOE 60 days before the GMOs are further modified or as 
soon as practicable after any unintended change in their 
heritable genetic material (EP Regulations 14(3)). 

- Where the GMOs are Group II GMOs being used for Type B 
operations for which a consent has not been obtained 
obtain a consent within 1 year (EP Regulations 17(1)). 

Where the GMOs are GMOs in relation to which a 
notification was previously made under 1989 Regulations 
make a further notification within one year after th4 
coming into force of the new Regulations, to the extent 
that the relevant information has changed from the previous 
notification. 

2.71 The following requirement applies to a person who, before 
the Regulations came into force, marketed a product which was not 
cleared under the EC rules: 

- Obtain a consent to market within 1 year. 

2.72 The transitional arrangements in the HS draft Regulations 
are as follows: 

- Requirements to notify in respect of 1st use and to 
obtain consent in respect of 1st use of Group II organisms 
for Type A operations will not apply until one year after 
the coming into force date where a notification has been 
previously been made in accordance with the requirements of 
the 1989 Regulations (HS Regulation 22 (2)). 

“ Until 90 days after the Regulations come into force 
requirements to notify 1st use will be satisfied by a 
notification made in accordance with the 1989 regulations; 
(the HSWA Regulations will be amended to reflect this) (HS 
Regulation 22(3)). 

Until 60 days after the Regulations come into force, 
requirements to notify subsequent activities involving 
importation, acquisition or keeping will be satisfied by a 
notification made in accordance with the 1989 Regulations 
(HS Regulation 22(4)). 

Until 90 days after the Regulations come into force 
consents in respect of importation, acquisition and keeping 
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will be deemed to have been given where an activity has 
been notified in accordance with the requirements of the 
1989 Regulations (HS Regulation 22(5)). 

- Until 90 days after the Regulations come into force, the 
requirement to obtain a consent to release GMOs will be 
satisfied by a notification of release made in accordance 
with the 1989 Regulations (HS Regulation 22(6)). 

- For products marketed before the Regulations come into 
force, the requirement to obtain a consent will not apply 
until one year after the coming into force date (HS 
Regulation 22(7)). 

GENERAL DUTIES 

2.73 In addition to the specific responsibilities set out in the 
regulations, each person who is responsible for GMOs is also 
subject to a number of general duties which are set out in the 
EPA and the HSWA. These duties apply whether or not a person 
is required under the regulations to notify the Secretary of 
State or obtain his consent in particular cases and 
circumstances. The only exception is that the general duties 
under the EPA do not apply to activities for which a risk 
assessment is not required (EPA, Section 109(5)). The general 
duties do not therefore apply to persons using approved products. 



2.74 The main EPA duties are: 

- Persons proposing to import or acquire GMOs must identify 
the risks of damage to the environment and not proceed with 
their import or acquisition if the risks are not 
controllable (eg by appropriate containment measures) (EPA, 
Section 109(2)). Persons who have imported or acquired 
GMOs in pursuance of a consent must notify the Secretary of 
State if the risks become more serious than were apparent 
when the consent was granted (EPA, Section 112(3)). 

- Those holding consents must notify the Secretary of State 
if the risks become more serious than those which were 
apparent when the consent was granted (EPA, Section 112(4) 
and ( 5 ) ) . They must also notify the Secretary of State if 
better techniques for preventing damage to the environment 
than those required by any particular condition attaching 
to a consent become available (EPA, Section 112(7)) 

- Persons who are keeping GMOs and those who release or 
market them must constantly keep themselves informed of the 
risks of doing so and use the best available techniques not 
entailing excessive cost (BATNEEC) to prevent damage to the 
environment (EPA, Section 109(3) and (4)). 

2.75 "Excessive cost" depends on the risk of damage to the 
environment, on the degree of that damage, and on the cost of the 
technology in relation to the benefit obtainable. It will not 
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depend on the financial resources of the ^ 

responsible for the GMOs. A person DroDo« 5 inrf J 
activities who is unable to afloTapprlpr^ate BA?S 
lawfully engage in those activities BATNEEC may not 

practicable, that those not in tSir^e^rM^ reasonably 

members of the public, are not exposed to including 
and safety. Section 3 placersiSarduties on 
to protect themselves and others. self-employed 

"4^work" ?n ^=he meaning of "work" and 

the person concerned is° an"employer^ an''emolo"”°*^^^^°^^i^°'' 
person or is non-emplSy^ eo 

persons are treated as if they were s^ff non-employed 

on them the duty to conduct tLir undertaWnal in\.Jh ® 
to ensure, so far ac; n- « u^iuerxaKings in such a way as 

other than employees are not expoled^to ri^ks°to^?hei^^^ 
safety. This reflects the existina their- health and 

Manipulation Regulations 1989. ^ Position under the Genetic 

STANDARDS OF OCCUPATIONAL SAFETY AND CONTAINMENT (HSE REG 14) 

hygiene has been*^publisS[^ by The ^Health° a°T^^ safety and 

and Health and Safety ExeTtive ?n partic^^^^^^^ Tn 

the Control of Substanr^Q I^rticular in the context of 

More specific guidance in rflatio^° 

activities has been issued hvThTt^ • genetic modification 
Modification. Attention ^<3 a vrsory Committee on Genetic 

4 "Guideline; foTTT health ACGM/hse Note 

genetic manipulation at labo-rator^^^^°^°® those involved in 
6 "Guidelines for the larce scalo^ sj^e-scale", ACGM/HSE/Note 
organisms", ACGM/HSE/Note 8 Tnbo t Serietically manipulated 

for genetic manSu(a?Ion" ^rTc^/S^Tor^^ 
Manipulation Safety Committees". ^ E/Note 11 Genetic 

2.79 Copies of ACGM guidance can be obtained from: 

Safety Executive 

Baynards House 
1 Chepstow Place 
London W2 4TF 
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ANNEX 1 : GLOSSARY OF KEY TERMS AND DEFINITIONS 

1. This Annex explains the meaning of key terms which are 
essential to an understanding of the regulations but which are 
defined in the EPA rather than the regulations . 

’’Genetically modified organisms" (GMOs) and "artificial 
techniques" of genetic modification 

2. For the purposes of Part VI of the EPA, the term "organism" 
includes all acellular, unicellular or multicellular entities, 
except for humans and human embryos, and their populations and 
biological lines or strains (EPA, Section 106(2)). It also 
includes any article or substance consisting of "biological 
matter", ie anything other than a discrete organism (as defined 
above) which consists of or includes material which is capable 
of replication or of transferring genetic material. This will 
include (not exclusively) tissues, cells, sub-cellular 
organelles, and cytoplasm. Also included will be biological 
matter constructed by artificial means, which need never have 
been part of any whole organism (EPA, Section 106(3)). 

3. Genetic modification is the collective term for a wide 
variety of established and developing techniques, by which the 
genetic material of organisms is altered. It is not a fixed and 
static concept. To avoid doubt about which techniques are 
subject to regulation and to allow for updating or revision in 
the light of technical developments, the EPA provides for the 
prescription in regulations of "artificial techniques" which are 
to be regarded as genetic modification for the purposes of the 
control regime (EPA, Section 106(5)). Only those techniques (ie 

artxfxcial techniques" ) set out in regulations are subiect to 
the regime . 

4. The artificial techniques prescribed in EP Regulation 3 are 
for the purposes of the present regulations and are derived from 
the requirements of the EC directives. Particular points are: 

In vitro fertilisation, polyploidy induction 
conjugation, transduction, transformation or any other- 
natural process are only subject to control where they 
involve the use of recombinant DNA molecules or GMOs; 

- Mutagenesis is only subject to control when applied to 
GMOs ; 



Artificial construction of hybrid cells is subject to 
control except for the construction and use of somatic 
animal hybridoma cells which do not involve the use of GMOs 
as parent or recipient organisms; 



Artificial plant cell fusions are not subject to control 
except where the same result could not be produced by 
traditional breeding methods or in any case where GMOs are 
used as parental or recipient organisms; and 
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Self -cloning techniques are subject to control excent 
for the self-cloning of Group I non-pathogenic naturally 
occurring micro-organisms which do not involve the use of 
GMOs as parental or recipient organisms. 

- The control of self -cloning techniques goes wider than 
the directives but maintains the status quo in the Genetic 
Manipulation Regulations 1989 in respect of the use of 
pathogenic and intentionally introduced self-cloned 
organisms . 

5 . The regulations also refer to certain "additional 
techniques". These techniques (EP Regulation 2(3)) cover cases 
where GMOs themselves are used or where they are parental or 
recipient organisms in specified cases and circumstances. This 
distinction reflects the EC directives which refer to certain 
techniques which are not subject to control provided that they 
involve the use of GMOs as such, or of GMOs as parent or 
recipient organisms. Thus, persons using such "additional" 
techniques, where they are subject to control, are responsible 
both for the risks associated with the genetically modified 

used and for the risks associated with the application 
of the technxque concerned. 



Example(s): a. Mutagenesis is not prescribed as an 

n tecJmlgue"; but it is prescribed as an 
additional technique" where mutagenesis is caused to 
occur ^ GMOs. b. Protoplast fusion is excluded from 
regulatory control if the result could be produced bu 
traditional breeding methods (Regulation 3(c)) if thl 
resulting organism is subjected to further protoplast 
fusion, and again the final organism could be produced 
using traditional breeding methods, this operation is not 
subject to regulatory control. Backcrossing of the first 
product of protoplast fusion is therefore exempt. 

"Escape or release from human control", "damaqe to the 
envxronment" and "harm" ^ 



6. GMOs are either kept under a person’s control by a system of 
contaxnment (EPA, Section 107(9)) or they are "prLent in tL 

result of having escaped or been deliberately 
released from a person's control (EPA, Section 107(3)) and (4)) 
Damage to the environment" is caused by the presence in the 

Which have escaped or been released and are 
causxng harm, either directly or through their 

the^capabilitv^^o 107(3) and (5)). Thus, where a GMO has 

^ cause harm, that harm must either be prevented 

the being held in effective containment or, in 

S delxberate release, minimised by the application 

of approprxate precautions. "Harm" means harm to the health of 
xvxng organxsms (including humans) or other interference with 

to maS°t°Qent^ systems of which they form part or offence caused 
•CO man s senses or hxs property (EPA, Section 107(6)). 
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Example: If a crop plant which Is genetically modified to 
be pest resistant (for example, by expressing a chemical In 
Its leaves known to be toxic to Insects but which has very 
low mammalian toxicity) Is deliberately released, any risk 
that It may cause harm to the environment by the transfer 
to wild or feral relatives of the gene for the pestlcldal 
chemical (for example, by cross-polllnatlon) must be 
minimised . 

7. The appropriate system of containment for keeping GMOs under 
control will vary from case to case. Depending on the nature of 
the GMO, an appropriate system of containment might comprise 
physical barriers, or physical barriers in combination with 
chemical and/or biological barriers ( EP Regulation 2 ) . Contained 
use, as referred to in the Contained Use of Genetically Modified 
Microorganisms Directive (90/219/EEC) depends at least on the 
presence of physical barriers. 

Example(s): a. Physical barriers might Include: a fence 
around a field In the case of some animals; GMMs held In 
fermenters; or containment of modified plants In an 
approved glasshouse; b. Chemical barriers might Include 
physico-chemical techniques such as GMOs stored at low 
oxygen, hydrogen Ion or water availability; c. Biological 
barriers might Include: a GMM with a gene which may kill 
the organism If the latter Is exposed to light, heat, etc; 
a plant modified to be cytoplasmic male sterile (le produce 
no pollen) so that It Is unable to transfer the Inserted 
gene; the use of fastidious or auxotrophic GMMs In 
fermenters. 

"Import", "acquisition", "keeping", "release" and "marketing" 

8. Like the EC directives, the Part VI regime assumes that the 
responsibility of individuals for the prevention or minimisation 
of damage to the environment from GMOs is continuous, case by 
case and step by step. Specifically, this responsibility is 
assigned to persons who import, acquire, keep, release or market 
GMOs. 

9. These activities are defined in the EPA, either directly or 
by implication, as follows: 

"import" is the import of any GMOs (except cleared 
products) into the United Kingdom from abroad (EPA Section 
127(1)). 

Example(s): The Import of genetically modified crop plants. 
Insects or nematodes or micro-organisms for use In 
contained facilities, possibly prior to release. 

"acquire" includes any method by which GMOs come into a 
person's possession, other than by being imported (EPA 
Section 127(1)). The term covers obtaining a GMO from 
another person or simply the construction of the GMO. 
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keep” refers to all ways in which GMOs are kept under the 
control of a person until they are destroyed, released or 
marketed. The means of control is the system of containment 
referred to above. Certain activities, if undertaken in 
relation to GMOs which are being kept, can only be 
undertaken subject to further conditions. The modification 
of an exi^sting GMO by an additional or artificial technique 
IS therefore treated as an aspect of "keeping** - including 
Its modification prior to release or marketing - because 
the user has a responsibility both for the existing GMO and 
any outcome of its further modification. Similarly any 
proposal to modify the use, such as scaling up a contained 
existing GMO, is treated as an aspect of keeping 
since the scale up may have a bearing on the associated 



Example a. A plant modified to express resistance to 
herbicides may be further modified for insect resistance. 
The second of these modifications would be subject to the 
keeping requirements , b. Culture of GMMs in small volumes 
may be scaled up into large fermenters, 

**release" refers to GMOs which are no longer kept under a 
person s control because that person has deliberately 

permitted them to enter the environment . The 
entry of GMOs into the environment, ie GMOs 
which unintentionally cease to be kept under a person’s 

regarded as an "escape*’ in the terms of the EPA 

term "release" covers both the 
deliberate entry of GMOs into the environment as a result 
of R&D trials conducted in the open and any other 
intentional means of entry into the environment . 

Ex^ple(s): a. Deliberate releases might include RScD field 
trials of crop plants or the untreated waste stream from a 
large scale contained facility where a consent had been 
given for the release (release without a consent would be 
an offence), b. An escape might be the entry of GMO into 
the environment via the waste stream from a contained 
facility where the intention had been to inactivate etnu GMO 
waste before it entered the environment, 

market is the placing on the market of products 
consisting of or including GMOs (EPA Section 107(11)). 

"Group I and II organisms" 

10. Group I organisms are genetically modified micro-organisms 
which meet the criteria set out in Part I of Schedule 1 to the 
EP Regulations. Group II organisms are genetically modified 
organisms which do not meet those criteria. Further guidance on 
the criteria is given in the EC document at Appendix IV. 

"Type A and B operations" 

11. Type A operations are any operations where GMMs are kept for 
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the purposes of teaching, research and development, or for non- 
industrial or non-commercial purposes on a scale that meets the 
following criteria: 

The practices and conditions of the operations relative to 
the culture volume and numbers of organisms being kept are 
such that: 

(a) the system used to keep the organisms under 
control reflects good microbiological practice and 
good occupational safety and hygiene, and 

(b) it is possible easily to render the organisms 
inactive by standard laboratory decontamination 
methods . 

12. Type B operations are any operations where GMMs are kept for 
purposes other than those set out in the definition of Type A 
operations, or on a scale greater than that set out in the 
definition of Type A operations. 
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ANNEX 2; SUMMARY OF MAIN REQUIREMENTS 



IMPORTING OR ACQUIRING ORGANISMS 
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CONTINUING TO KEEP ORG21NISMS 



AFTER IMPORT /ACUISITION ->- 



GROUP 1 TYPE A 



GROUP 


1 TYPE B 

























TRANSPORT 



INTEND TO MODIFY 
WITHIN GROUP I 






SPONTANEOUS CHANGE 
WITHIN GROUP I 






INTEND TO MODIFY 
TO GROUP II 






SPONTANEOUS CHANGE 
TO GROUP II 



INTEND TO MODIFY 
WITHIN GROUP I 



SPONTANEOUS CHANGE 
WITHIN GROUP I 



INTEND TO MODIFY 
TO GROUP II 



SPONTANEOUS CHANGE 
TO GROUP II 



DO 

ASSESSMENT 

AND 

KEEP 

RECORDS 



NOTIFY 60 
DAYS BEFORE 
APPLY FOR 
CONSENT IF 
NO PREVIOUS 
GROUP II USE 



NOTIFY AS 
SOON AS 
PRACTICABLE 
APPLY FOR 
CONSENT IF 
NO PREVIOUS 
GROUP II USE 



■>H NOTIFY 60 
DAYS BEFORE 



NOTIFY AS 
->H SOON AS 

PRACTICABLE 



APPLY FOR 
CONSENT 90 
DAYS BEFORE 



APPLY FOR 
CONSENT 
WITHIN 90 
DAYS 



RELEVANT NEW 
INFORMATION 



NOTIFY BY 
90 DAYS 
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CONTINUING TO KEEP ORGANISMS (CONTINUED) 
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CONSENT TO RELEASE 
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CONSENT TO MARKET 
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DRAFT GMO REGS 



DRAFT FOR CONSULTATION 



STATUTORY INSTRUMENTS 

1992 No. 

ENVIRONMENTAL PROTECTION 

The Genetically Modified Organisms (Environmental 
Protection) Regulations 1992 



Made 1992 
Laid before Parliament 1992 
Coming into force 1992 



ARRANGEMENT OF REGULATIONS 



1 . 

2 . 

3. 

4. 



5. 

6 . 

7. 

8 . 

9. 

10 . 



11 . 
12 . 

13. 

14. 

15. 

16. 
17. 



PART I 
General 

Citation and commencement 
Interpretation 

Artificial techniques of genetic modification 
Capacity of organisms for causing harm 

PART II 

Importing or acquiring organisms 

Risk assessment before import or acquisition 
Notification before import or acquisition 
Minimum periods of notice 
Consent to import or acquire 

Applications for consent to import or acquire 
Exemptions from Part II 

PART III 

Continuing to keep organisms 

Requirement to carry out a risk assessment 
Matters to be investigated and assessed 
Records of risk assessments and work done 
Notification of keeping of organisms 
Times for notification of keeping 
Notification of escape of organisms 
Consent to continue to keep organisms 

Cl 
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18. 

19. 

20 . 



21 . 

22 . 

23. 

24. 

25. 



26. 

27. 



28. 

29. 

30. 

31. 

32. 



33. 

34. 



35. 

36. 

37. 



DRAFT GMO REGS 

Applica-fcions for consent to continue to keep 
General condition on consents to keep organisms 
Exemptions from Part III 

PART IV 

Releasing organisms 
Consent to release organisms 

Information to be contained in application for consent to 
release 

Exemptions from regulation 22 

Advertisement of application for consent to release 
General condition on consents to release organisms 

PART V 

Marketing organisms 
Consent to market products 

Information to be contained in application for consent to 
market 

PART VI 

Duties placed on Secretary of State 
Duties on receiving notifications 

Duties on receiving applications for consent to import 
acquire or keep 

Duties on receiving applications for consent to release 
Decisions on applications for consent to import, acauire 
keep or release 

Duties in relation to applications for consent to market 

PART VII 

Register of Information 

Information to be included in register 
Keeping of the register 

PART VIII 

Transitional provision 

Notifications under the Genetically Modified Organisms 
Regulations 1989 

Continuing to keep organisms : notification 
Marketing 



SCHEDULES 

1. Criteria for classification of organisms 
2 - Risk assessment 

3. Information accompanying notifications 

4. Consent to import or acquire or continue to keep 

5 . Consent to release or market 

6 . Consent to market 
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DRAFT GMO REGS 



The Secretary of State for the Environment and the Minister of 
Agriculture, Fisheries and Food acting jointly, as respects 
England, the Secretary of State for Wales, as respects Wales, and 
the Secretary of State for Scotland, as respects Scotland, in 
exercise of the powers conferred on them by section 2(2) of the 
European Communities Act 1972 (a), being the Ministers 
designated (b) for the purposes of that subsection in relation 
to the control and regulation of genetically modified organisms, 
and sections 106 to 108, 111, 122, 123 and 126 [and 156] of the 
Environmental Protection Act 1990 (c), and of all other powers 
enabling them in that behalf, hereby make the following 
Regulations : - 

PART I 

GENERAL 

Citation and commencement 

1. These Regulations may be cited as the Genetically Modified 
Organisms (Environmental Protection) Regulations 1992 and shall 
come into force on [date of coming into force] . 

Interpretation 

2. “(1) In these Regulations: - 

"the Act” means the Environmental Protection Act 1990; 

"the Committee" means the Committee appointed by the Secretary 
of State under section 124 of the Act; 

"Deliberate Release Directive" means Council Directive 

90/220/EEC (d) ; 

"genetically modified organism" in Parts IV and V of these 



(a) 1972 C.68. 

(b) S.I. 1991/ 

(c) 1990 C.43. 

(d) OJ No. L 117, 15.4.90, p.l5. 
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Regulations means a genetically modified organism or a 
combination of genetically modified organisms; 

’’Group I organisms" means genetically modified niicro-organisms 
which satisfy the criteria set out in Part I of Schedule 1 to 
these Regulations ; 

"Group II organisms" means genetically modified micro-organisms 
which are not Group I organisms; 

"heritable genetic material" means genes or other genetic 
material, in any form, whether in cellular or sub-cellular 
entities, which are capable of being replicated or transferred 
by any means; 

"product" means a product consisting of or containing a 
genetically modified organism or a combination of genetically 
modified organisms, and "approved product" means a product 
marketed in pursuance of a consent granted by the Secretary of 
State under section 111(1) of the Act or a written consent given 
by the competent authority of a member State of the Communities 
in accordance with Article 13(4) of the Deliberate Release 
Directive; 

"self -cloning" means the rearrangement of the genome of an 
organism or organisms by means of an artificial technique; 



Type A operations" means the keeping, for the purposes of 
teaching, research or development, or for non-industrial or non- 
commercial purposes, of genetically modified micro-organisms on 
a scale at which the practices and conditions of the operations 
relative to the culture volume and numbers or organisms being 
kept are such that - 

(a) the system used to keep the organisms under control 
reflects good microbiological practice and good 
occupational safety and hygiene, and 
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(b) it is possible easily to render the organisms inactive 
by standard laboratory decontamination methods; 

"Type B operations" means the keeping of genetically modified 
micro-organisms for purposes other than those set out in the 
definition of Type A operations, or on a scale greater than that 
set out in the definition of Type A operations. 

(2) For the purposes of the Act and these Regulations organisms 
are under the "control" of a person where he keeps them contained 
by any system of physical barriers, or a combination of physical 
barriers together with chemical and/or biological barriers, used 
for ensuring that the organisms do not enter the environment or 
produce descendants which are not so contained, or for ensuring 
that any of the organisms which do enter the environment, or any 
descendants of the organisms which are not so contained, are 
harmless . 

(3) The following techniques are additional techniques for the 
purposes of regulations 11, 14 and 17: 

(a) where they involve the use of genetically modified 
organisms - 

(i) in vitro fertilisation, 

(ii) conjugation, transduction, transformation or any 
other natural process, 

(iii) polyploidy induction; 

(b) where they involve the use of genetically modified 
organisms as recipient or parental organisms - 

( i ) mutagenesis , 

(ii) cell fusion, including protoplast fusion, of 
cells from plants. 
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( iii ) self -cloning of non-pathogenic naturally 
occurring micro-organisms which fulfil the criteria of 
Group I for recipient micro-organisms. 

Artificial techniques of genetic modification 

3. The following techniques are prescribed as artificial 
techniques for the purpose of section 106(4) of the Act: 

(a) the insertion by any method into a virus, bacterial 
plasmid or other vector system of a nucleic acid molecule, 
which has been produced by any method outside that virus, 
bacterial plasmid or other vector system, so as to produce 
a new combination of genetic material which is capable of 
being inserted into an organism in which that combination 
does not occur naturally and within which it will be 
heritable genetic material; 



(b) the insertion into an organism, by micro-injection, 
macro-injection, micro-encapsulation or other direct means, 

of heritable genetic material prepared outside that 
organism; 

(c) the fusion (including protoplast fusion) or 
hybridization, by any method that does not occur naturally, 
of two or more cells to form cells which have new 
combinations of heritable genetic material, and which (if 
derived solely from plant cells ) cannot be produced by 
traditional breeding methods; 

(d) where they Involve the use of recombinant DNA 
ules- (i) in vitro fertilisation, 

(ii) conjugation, transduction, transformation or any 
other natural process, 

(iii) polyploidy induction. 
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Capacity of organisms for causing harm 

4.-(l) For the purposes of sections 110(1), 112(5)(a) and (c) 
and (7) (a) and 117(1) of the Act there shall be disregarded - 

(a) the capacity of genetically modified organisms of the 
description specified in paragraph (2) below for causing 
harm of the description specified in paragraph (3) below, 
and 

(b) harm which is of the description so specified and 
which has been caused by organisms of the description so 
specified. 

(2) The genetically modified organisms specified in this 
paragraph are genetically modified organisms for the time being 
approved as pesticides or [veterinary] medicines and used to 
control the number or activity (or both) of organisms. 

(3) The harm specified in this paragraph is harm to organisms 
for the control of which the genetically modified organisms have 
been released or marketed in pursuance of - 

(a) a consent granted by the Secretary of State under 
section 111(1) of the Act, or 

(b) a written consent given by the competent authority of 
a member State of the Communities in accordance with 
Article 13(4) of the Deliberate Release Directive. 
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PART II 

IMPORTING OR ACQUIRING ORGANISMS 



Risk assessment before import or acquisition 

5. -(l) A person who before importing or acquiring any 

genetically modified organisms is carrying out, under section 
108(1) (a) of the Act, an assessment of any risks there are of 
damage to the environment being caused as a result of the import 
or acquisition shall investigate and assess and take due account 
of those matters prescribed in Schedule 2 to these Regulations 
which are relevant to the organisms and the proposed activity. 

(2) A person carrying out an assessment under section 108(1) (a) 
of the Act shall keep - 

(a) a full record of the manner in which the assessment was 
carried out and of the matters investigated and assessed, 
and 

(b) a written summary of the assessment, 

for a period of 10 years beginning with the day on which the 
assessment was carried out (or, if the assessment was carried out 
on more than one day, the last such day) or, if later, the last 
day on which the activity to which the risk assessment applies 
was carried out. 

Notification before import or acquisition 

6. - (1) No person shall, where paragraph (2) applies, import or 
acquire genetically modified organisms unless he has given the 
Secretary of State - 

(a) notice in writing of his intention to import or acquire 
the organisms, and 

( b ) the information prescribed in paragraph ( 3 ) . 

(2) Subject to regulation 10 (Exemptions from Part II), this 
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paragraph applies where the genetically modified organisms to be 
imported or acquired are^ or will be - 

(a) Group I organisms which will be kept for Type A 
operations in an installation which the person proposing to 
import or acquire the organisms has not used for the 
keeping of Group I organisms for Type A operations, 

(b) Group I organisms which will be kept for Type B 
operations in an installation which the person proposing to 
import or acquire the organisms has not used for the 
keeping of Group I organisms for Type B operations, 

(c) Group I organisms which will be used for Type B 
operations, 

(d) Group II organisms which will be used for Type A 
operations, 

(e) genetically modified organisms other than Group I or 
Group II organisms which will be kept in an installation 
which the person proposing to import or acquire the 
organisms has not used for the keeping of such organisms, 
or 

( f ) genetically modified organisms other than Group I or 
Group II organisms which do not satisfy the criteria set 
out in Part II of Schedule 1. 

(3) The information prescribed in this paragraph is - 

(a) where paragraph (2) (a) applies, the information 
prescribed in Part I of Schedule 3, 

(b) where paragraph (2)(b) or (c) applies, the information 
prescribed in Parts I and II of that Schedule, 

(c) where paragraph (2)(d), (e) or (f) applies, the 
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information prescribed in Parts I, II and III of that 
Schedule . 

(4) Where a person has given the Secretary of State notice in 
writing of his intention of importing or acquiring genetically 
modified organisms, and before he imports or acquires those 
organisms he becomes aware that the information given to the 
Secretary of State is no longer up to date, that person shall 
give the Secretary of State - 

(a) notice in writing that a change in the information has 
occurred, and 

( b ) the information prescribed in paragraph ( 3 ) , to the 

extent that it has changed from the information previously 
given. 

Minimum periods of notice 

7.- (1) A person required to give notice to the Secretary of 
State where regulation 6(2)(a), (b) or (e) applies shall not 

import or acquire the genetically modified organisms in relation 
to which that notice was required to be given until - 

(a) the end of a period of 90 days beginning with the day 
on which notice was given to the Secretary of State, or 

(b) if earlier, the day on which the Secretary of State 

that person notice in writing that he may import or 
acquire the organisms. 

(2) A person required to give notice to the Secretary of State 
where regulation 6(2)(c), (d) or (f) applies shall not import or 
acquire the genetically modified organisms in relation to which 
that notice was required to be given until - 

(a) the end of a period of 60 days beginning with the day 
on which notice was given to the Secretary of State, or 

(b) if earlier, the day on which the Secretary of State 
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gives that person notice in writing that he may import or 
acquire the organisms. 

(3) A person required to give notice to the Secretary of State 
where regulation 6(4) applies shall not import or acquire the 
genetically modified organisms in relation to which that notice 
was required to be given until - 

(a) where regulation 6(2)(a), (b) or (e) applies, the end 
of a period of 90 days beginning with the day on which the 
notice was given under regulation 6(4) or, where regulation 
6(2) (c), (d) or (f) applies, the end of a period of 60 
days beginning with the day on which the notice was given 
under regulation 6(4), or 

(b) if earlier, the day on which the Secretary of State 
gives that person notice in writing that he may import or 
acquire the organisms. 



( 4 ) The calculation of a period prescribed in paragraph ( 1 ) , ( 2 ) 
or (3) shall not include any period beginning with the day on 
which the Secretary of State gives notice in writing under 
section 108 ( 6 ) of the Act that further information in respect of 
the notification in question is required and ending with the day 
on which that information is given to the Secretary of State. 

Consent to import or acquire 

8. Subject to regulation 10 (Exemptions from Part II), no person 
shall import or acquire genetically modified organisms except in 
pursuance of a consent granted by the Secretary of State under 
section 111(1) of the Act where the organisms are, or will be - 

(a) Group II organisms which will be kept for Type A 
operations in an installation which the person proposing to 
import or acquire the organisms has not used for the 
keeping of Group II organisms for Type A operations, 

(b) Group II organisms which will be kept for Type B 
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operations in an installation which the person proposing to 
import or acquire the organisms has not used for the 
keeping of Group II organisms for Type B operations, or 

(c) Group II organisms which will be used for Type B 
operations . 

Applications for consent to import or acquire 

9.- (1) An application for a consent to import or acquire 
genetically modified organisms must be made in writing to the 
Secretary of State and must - 

(a) where regulation 8(a) applies, contain the information 
specified in Part I of Schedule 4, 

(b) where regulation 8(b) or (c) applies, contain -■ 

(i) the information specified in Part I of Schedule 4, 
and the information specified in Part II of that 
Schedule to the extent that such information is 
appropriate, and 

(ii) a full record, and a summary, of an assessment of 
any risks there are (by reference to the nature of the 
organisms and the manner in which they are intended to 
be kept after their importation or acquisition) of 
damage to the environment being caused as a result of 
their being imported, acquired or kept. 

(2) The information prescribed in Part II of Schedule 4 shall be 
included in the application at the level of detail which is 
appropriate to the nature and scale of the proposed import or 
acquisition. 

(3) Where it is not appropriate (either because it is not 
technically possible or it does not appear to the applicant to 
be necessary) for the application to contain any of the 
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contain a statement of the reasons why the inclusion of the 
information is not appropriate. 

(4) A person carrying out an assessment for the purposes of 
paragraph (l)(b)(ii) shall investigate and assess and take due 
account of those matters prescribed in Schedule 2 which are 
relevant to the genetically modified organisms and the proposed 



( 5 ) An applicant for a consent to import or acquire Group II 

organisms which will be used for Type B operations shall give 
notice of that application to - 

(a) the police, 

(b) the fire service, and 

(c) the local environmental health officer, 

such notice to include the emergency response plan given to the 

ecretary of State in accordance with regulation 9(l)(b) and 
paragraph 24 of Schedule 4. 



Exemptions from Part II 

10. -(1) A person who imports or acquires - 

(a) a self-cloned non-pathogenic naturally occurring micro- 
organism which fulfils the criteria of Group I for 
recipient micro-organisms , 

(b) somatic animal hybridoma cells, or 



(c) an approved product in accordance with the conditions 
or limitations to which the importation or acquisition of 
that product is subject. 



is exempt from the requirements of 
and this Part of these Regulations 
or that product. 



section 108(1) (a) of the Act 
in respect of those organisms 
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( 2 ) The requirement to have a consent for the Import or 
acquisition of genetically modified organisms shall not apply to 
an approved product which will be imported or acquired in 
accordance with the conditions or limitations to which the 
importation or acquisition of the product is subject. 
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Requirement to carry out a risk assessment 

11. “(1) A person who is keeping genetically modified organisms 
shall in the cases and circumstances and at the times and 
intervals prescribed in paragraph (2) carry out, under section 
108(3) (a) of the Act, an assessment of any risks there are of 
damage to the environment being caused as a result of his 
continuing to keep those organisms. 

(2) Subject to regulation 20 (Exemptions from Part III), an 
assessment under section 108(3) (a) shall be carried out - 

(a) before the organisms are modified by means of an 
artificial technique or an additional technique described 
in regulation 2(3), 

(b) where there is a change in the nature of the heritable 
genetic material in the organisms which occurs other than 
by means of a modification of that material (by any means) 
by the person who is keeping the organisms, as soon as 
practicable after that person becomes aware of the change, 

(c) before the organisms are transported by road, rail, 
inland waterway, sea or air, 

(d) where the genetically modified organisms were being 

kept before these Regulations came into force and a risk 

assessment has not been required under sub-paragraphs (a) 

to (c), before [date one year after regulations come into 
force] . 

Matters to be investigated aind assessed 

12. A person who is carrying out an assessment under section 
108(3) (a) of the Act shall investigate and assess and take due 
account of the matters prescribed in Schedule 2 to these 
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Regulations which are relevant to the genetically modified 
organisms and the keeping of those organisms . 

Records of risk assessments and work done 

13 . “ ( 1 ) A person carrying out an assessment under section 
108(3) (a) of the Act shall keep - 

(a) a full record of the manner in which the assessment was 

carried out and of the matters investigated and assessed, 
and 

(b) a written summary of the assessment, 

for a period of 10 years beginning with the day on which the 

assessment was carried out ( or , . if the assessment was carried out 

on more than one day, the last such day) or, if later, the last 

day on which the activity to which the risk assessment applies 
was carried out. 

(2) A person who is keeping Group I or Group II organisms in 
relation to which he has carried out an assessment under section 
108(3) (a) of the Act shall keep a record of any work carried out 
in relation to those organisms and shall make the record 
available to the Secretary of State on request. 



Notification of keeping of orgaaiisms 

14.- (1) A person who is keeping genetically modified organisms 

shall, where paragraph (2) or (3) applies, give the Secretary of 

State - 

(a) notice of the fact that he is keeping the organisms, 
and 

(b) the information prescribed in paragraph (4). 

(2) Subject to regulation 20 (Exemptions from Part III) this 
paragraph applies where the person who is keeping the organisms 
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was not: required to give notice under regulation 6 ( notice before 
import or acquisition) or as specified in regulation 36 
(transitional provisions) in respect of the organisms, and - 

(a) the organisms are Group I organisms which will be used 
for Type B operations, or 

(b) the organisms are Group I organisms which will be used 
for Type A operations where - 

(i) the organisms are modified by means of an 
artificial technique or an additional technique 
described in regulation 2(3), or there is a change in 
the nature of the heritable genetic material in the 
organisms which occurs other than by means of a 
modification of that material (by any means) by the 
person who is keeping the organisms, and 

(ii) the risk associated with the organism will be 
changed such as to bring them into Group II. 

(3) Subject to regulation 20 (Exemptions from Part III), this 
paragraph applies where the person who is keeping the organisms 
was required to give notice (under this regulation, or regulation 
6, or as specified in regulation 36 (transitional provisions),) 
in respect of the organisms, and 

(a) the organisms are modified by means of an artificial 
technique or an additional technique described in 
regulation 2(3), or 

(b) there is a change in the nature of the heritable 
genetic material in the organisms which occurs other than 
by means of a modification of that material (by any means) 
by the person who is keeping the organisms. 

(4) The information prescribed in this paragraph is - 

(a) where paragraph (2) (a) applies, the information 
prescribed in Parts I and II of Schedule 3, 
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(b) where paragraph (2)(b) applies, the information 
prescribed in Parts I, II and III of Schedule 3, 

(c) where paragraph (3) applies, the information prescribed 
in Schedule 3, to the extent that it has changed from the 
information previously given to the Secretary of State. 

( 5 ) Where a person has given the Secretary of State notice of the 
fact that he is keeping genetically modified organisms, and he 
becomes aware that the information given to the Secretary of 
State with that notice, or the last such notice, is no longer up 
to date, that person shall give the Secretary of State - 

(a) notice that a change in the information has occurred, 
and 

(b) the information prescribed in paragraph (4), to the 

extent that it has changed from the information previously 
given. 

Times for notification of keeping 

15.- (1) A person required to give notice to the Secretary of 
State where regulation 14(2) (a) or (b)(i) or (3) (a) applies shall 
do so at least 60 days before modifying the organisms. 

(2) A person required to give notice to the Secretary of State 
where regulation 14(2)(b)(ii) or (3)(b) applies shall do so as 

soon as practicable after that person becomes aware of the 
change . 

( 3 ) The period of 60 days in paragraph ( 1 ) shall not include any 
period beginning with the day on which the Secretary of State 
gives notice in writing under section 108(6) of the Act that 
further information in respect of the notification in question 
IS required and ending with the day on which that information is 
given to the Secretary of State. 
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(4) A person required to give notice to the Secretary of State 
where regulation 14(5) applies shall do so within 90 days of 
becoming aware of the change in the information. 

Notification of escape of organisms 

16. A person who is keeping Group I or Group II organisms shall 
give the Secretary of State - 

( a ) notice of any escape of one or more of those organisms 
which is or are capable of causing harm to the living 
organisms supported by the environment, and 

(b) the following information - 

(i) the circumstances in which the organisms escaped, 

(ii) the identity and characteristics, name and 
designation of the organisms, 

(iii) the quantities of organisms which have escaped, 

( iv ) any information necessary to assess the effects 
of the accident on the environment, and 

(v) the emergency measures taken. 

Consent to continue to keep organisms 

17. “(1) Subject to regulation 20 (Exemptions from Part III), no 
person who has imported or acquired genetically modified 
organisms shall continue to keep the organisms except in 
pursuance of a consent where - 

(a) the organisms were imported or acquired under a consent 
granted under section 111(1) of the Act and the prescribed 
period has ended, 

(b) the organisms are being kept in accordance with a 
consent granted under section 111(2) of the Act and the 
prescribed period has ended, 
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(c) the organisms are Group II organisms which are being or 
will be used for Type B operations and the prescribed 
period has ended. 



(d) the organisms are Group II organisms which were being 
kept before [date on which regulations come into force] and 

(i) the organisms are being kept in an installation in 
relation to which an application for consent under 
regulation 8(a) has not been granted, or are being 
used for Type B operations, and 



(ii) the period until [date one year after the 
Regulations come into force] has ended, or 

(e) the organisms were imported or acquired as Group I 
organisms and - 

(i) there has been a change in the nature of the 

heritable genetic material in the organisms which has 

occurred other than by means of a modification of that 

material (by any means) by the person who is keeping 

the organisms and the risk associated with the 

organxsms has been changed such as to bring them into 
Group II, 



Ul) the organisms are being kept in an installation 

in relation to which an application for consent under 

regulation 8(a) or paragraph (c) above has not been 
granted, and 



(iii) the prescribed period has ended. 



( 2 ) 



For the purposes of paragraph ( 1 ) the prescribed 
(a) the period until the organisms are modified 
an artificial technique or an additional 
prescribed in regulation 2 ( 3 ), 



period is - 
by means of 
technique 
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(b) where there is a change in the nature of the heritable 
genetic material in the organisms which occurs other than 
by means of a modification of that material (by any means) 
by the person who is keeping the organisms, the period 
until 90 days after that person becomes aware of the 
change , or 

(c) the period until the consent in pursuance of which the 
organisms are being kept is revoked or otherwise expires, 

whichever is the shortest. 

Applications for consent to continue to keep 

18 . - ( 1 ) An application for a consent to continue to keep 

genetically modified organisms must be made in writing to the 
Secretary of State, and must - 

(a) where regulation 17(l)(c) applies, contain the 
information specified in Part II of Schedule 4, 

(b) where regulation 17(1 )(d) applies, contain the 
information specified in Parts I and II of Schedule 4, 

(c) in any other case, contain the information specified in 
Schedule 4 to the extent that it has changed from the 
information so specified which was contained in the 
application for the consent in accordance with which the 
organisms were imported or acquired or are being kept. 

(2) An applicant for a consent to continue to keep Group II 
organisms which will be used for Type B operations shall in 
addition to the requirements of paragraph ( 1 ) give notice of the 
application to - 

(a) the police, 

(b) the fire service, and 

(c) the local environmental health officer. 
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such notice to include the emergency response plan given to the 
Secretary of State in accordance with paragraph ( 1 ) ( a ) above and 
paragraph 24 of Schedule 4. 

General condition on consents to keep organisms 
19. -(1) A person who is keeping Group I or Group II organisms 
in accordance with a consent granted under section 111(2) of the 
Act and who proposes to transport those organisms by road, rail, 
inland waterway, sea or air shall carry out an assessment of any 
risks there are (by reference to the nature of the organisms and 
the manner in which they are intended to be transported) of 
damage to the environment being caused as a result of their being 
transported . 

(2) A person carrying out an assessment for the purposes of 
paragraph (1) shall investigate and assess and take due account 
of those matters prescribed in Schedule 2 which are relevant to 
the organisms and the proposed transportation of those organisms . 

(3) A person carrying out an assessment for the purposes of 
paragraph (1) shall keep - 

(a) a full record of the manner in which the assessment was 

carried out and of the matters investigated and assessed, 
and 

(b) a written summary of the assessment, 

for a period of 10 years beginning with the day on which the 

assessment was carried out (or, if the assessment was carried out 

on more than one day, the last such day) or, if later, the last 

day on which the activity to which the risk assessment applies 
was carried out. 

Exemptions from Part III 
20.- (1) A person who keeps - 

(a) a self -cloned non-pathogenic naturally occurring micro- 
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organism which fulfils the criteria of Group I for 
recipient micro-organisms, 

(b) somatic animal hybridoma cells, or 

(c) an approved product in accordance with the conditions 
or limitations to which the keeping of the product is 
sub j ect , 

is exempt from the requirements of section 108(3) (a) and (b) of 
the Act and this Part of these Regulations in respect of those 
organisms or that product. 

( 2 ) A person who keeps an approved product in accordance with 
the conditions or limitations to which the keeping of the product 
is subject is exempt from the requirements of section 111(2) of 
the Act as respects that product. 
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Cons 0 n‘t "to irsleaisB oirsfandLsnts 

21. -(1) No person shall release any genetically modified 
organisms, other than an approved product which is released in 
accordance with the conditions and limitations to which the 
release of the product is subject, except in pursuance of a 

consent granted by the Secretary of State under section 111(1) 
of the Act. 

(2) An application for a consent to release genetically modified 
organisms must be made in writing to the Secretary of State, and 
must be made either - 

(a) for a release of one or more descriptions of 
genetically modified organism on the same site and at the 
same time , or 

(b) for one or more releases of one description of 
genetically modified organisms on one or more sites for the 
same purpose, the period beginning with the first day of 
the first release and ending with the last day of the last 
release being no more than three months. 

Information to be contained in application for consent to release 

22. - (1) Subject to regulation 23 (Exemptions from regulation 
22 ) , an application for a consent to release genetically modified 
organisms must contain - 

(a) the information prescribed in Schedule 5 to these 
Regulations, to the extent that such information is 
appropriate to the proposed release, 

(b) information on data or results from any previous 
releases of the organisms, or of organisms of the same 
description, which have been carried out by the applicant 
and information from any previous application for the 
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release of the organisms, or of organisms of the same 
description, which the applicant has made to the Secretary 
of State in accordance with the Act and these Regulations 
or to the competent authority of another member State of 
the Communities in accordance with Article 5 of the 
Deliberate Release Directive, 

(c) a statement evaluating the impacts and risks posed to 
the environment by the release of the organisms. 

(2) The information prescribed in Schedule 5 shall be included 
in the application at the level of detail which is appropriate 
to the nature and scale of the proposed release. 

( 3 ) Where it is not appropriate ( either because it is not 
technically possible or it does not appear to the applicant to 
be necessary ) for the application to contain any of the 
information prescribed in Schedule 5, the application must 
contain a statement of the reasons why the inclusion of the 
information is not appropriate, 

(4) The application must contain the description of the methods 
used to obtain the information contained in the application and 
a bibliographic reference, or, where standardised or 
internationally recognised methods are used, a reference to which 
method was used to obtain the information and its bibliographic 
references, together with the name of the body or bodies 
responsible for carrying out the studies. 

(5) The application may in addition refer to data or results from 
applxcations for consent to release genetically modified 
organisms previously submitted by other applicants, provided that 
the latter have given their agreement in writing and their 
agreement is contained in the application. 



Exemptions from regulation 22 
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23. An application for a consent to the release of genetically 
modified organisms need not contain the information prescribed 
in regulation 22(1) (a) and (b) if - 

(a) the information was contained either - 

(i) in an application which was made by the same 
person in relation to a previous release of those 
organisms or of the same description of organisms, or 

(ii) in an application which was made by some other 
person in relation to a previous release of those 
organisms or of the same description of organisms, 

(b) the application refers to the previous application in 
which the information was contained, and 

(c) where paragraph (a)(ii) applies, the application 
contains the agreement in writing of the person who made 
the previous application to a reference to that application 
being made. 

Advertisement of application for consent to release 

24. - (1) A person who makes an application for a consent to 
release genetically modified organisms shall cause to be 
published, in a newspaper or newspapers circulating in the areas 
likely to be affected by the proposed release, a notice 
containing the following information - 

(a) the name and address of the applicant, 

(b) the description of the organisms to be released, 

(c) the location and purpose of the release; and 

(d) the date or dates of the release. 

(2) A person who makes an application for a consent to release 
genetically modified organisms shall [where appropriate] give 
notice of that application, including the methods and plans (if 
any) for emergency response, to - 
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(a) the police, 

(b) the fire service, 

(c) the local environmental health officer, 

(d) the owner of the site of the proposed release, if a 
person other than the applicant, 

(e) the Nature Conservancy Council for England, [Scottish 
Natural Heritage] and the Countryside Council for Wales, 
according to whether the release will be in the locality of 
a site notified under section 28 of the Wildlife and 
Countryside Act 1981(a) in England, Scotland or Wales, 

(f) the Forestry Commission, 

(g) the Countryside Commission, 

(h) the National Rivers Authority or, in Scotland, the 

River Purification Board for the area of the proposed 
release, 

(i) the company appointed for the water supply area in 
which the proposed release will take place. 

General condition on consents to release organisms 

25. A person who has released genetically modified organisms in 

accordance with a consent granted by the Secretary of State under 

section 111 ( 1 ) of the Act shall send to the Secretary of State 

the result of the release in respect of any risk to the 

environment, with particular reference to any kind of product for 

which the notifier intends to apply for a consent to market at 
a. later stage. 



(a) 1981 C.69. 
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Consent to Biarket products 

26. “(1) No person shall market any genetically modified 
organisms, other than a product which is marketed in accordance 
s written consent given by the competent authority of 
another member State of the Communities in accordance with 
Article 13(4) of the Deliberate Release Directive, except in 
pursuance of a consent granted by the Secretary of State under 
section 111(1) of the Act. 

(2) An application for a consent to market genetically modified 
org^^isms must be made in writing to the Secretary of State, and 
must be made either - 

(a) in a case where the product has not previously been 
marketed, or 

(b) in a case where the product is intended for a use for 
which it has not previously been marketed. 

Information to be contained in application for consent to market 

application for a consent to market genetically 
modified organisms must contain - 

(a) the information prescribed in Schedule 5 to these 
Regulations, to the extent that such information is 
appropriate to the nature and scale of the release which 
may result from the marketing, 

(b) information on data or results from any previous 
release of the organisms, or of organisms of the same 
description, which have been carried out by the applicant, 
and information from any previous application for the 
release of the organisms, or of organisms of the same 
description, which the applicant has made to the Secretary 
of State in accordance with the Act and these Regulations 
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or to the competent authority of another member State of 
the Communities in accordance with Article 5 of the 
Deliberate Release Directive, 



(c) subject to paragraph (5), the information prescribed in 
Schedule 6 to these Regulations. 



(2) The information prescribed in Schedule 5 shall be included 
xn the application at the level of detail which is appropriate 
to the nature and scale of the release which may result from the 
marketxng, and shall take into account the diversity of sites of 
use of the product, including - 



(a) information on data and results obtained from research 
and developmental releases concerning the ecosystems which 
could be affected by the use of the product, and 



(b) an assessment of any risks for the environment related 

to the genetically modified organisms contained in the 

product, including information obtained from the research 

and development stage on the impact of the release on the 
environment . 



(3) Where it is not appropriate (either because it is not 

^Chnically possible or it does not appear to the applicant to 

be necessary) for the application to contain any of the 

information prescribed in Schedule 5 the aoDlicatl 
rnTvi-=» 4 T^ = ^ application must 

contain a statement of the reasons why the inclusion of th« 
information is not appropriate. Infusion of the 



(4) The application must contain the descrlnt<r.r, r 

used tr, .ux. . aescription of the methods 

Obtain the information prescribed in Schedule 5 and a 

bibliographic reference or where stanH^-r/^ • 

With the name of the body or bodies responsible for 
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carrying out the studies. 

(5) Where the applicant considers, on the basis of the results 
of any release in pursuance of a consent granted under section 
111(1) of the Act or a written consent given by the competent 
authority of another member State in accordance with Article 
13(4) of the Deliberate Release Directive, or on substantive, 
reasoned scientific grounds, that the placing on the market and 
use of the product do not pose a risk to the environment, he may 
propose not to supply the information prescribed in Part II of 
Schedule 6 . 

( 6 ) An application for a consent to market genetically modified 
organisms may in addition contain data or results from 
notifications previously submitted by other applicants, provided 
that the latter have given their agreement in writing, and that 
agreement is contained in the application. 
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PART VI 

DUTIES PLACED ON SECRETARY OF STATE 



Duties on receiving notifications 

28. The Secretary of State shall examine a notification under 

regulation 6 or 14 which relates to Group I or Group II organisms 
for - 

(a) its conformity with the requirements of the Act and of 
these Regulations, 

(b) the accuracy and completeness of the information given, 

(c) the correctness of the classification of the organisms 
to which the notification or application relates, and 

(d) where appropriate, the adequacy of the waste 
management, safety and emergency response measures. 

Duties on receiving applications for consent to import, acquire 
or keep 

29. The Secretary of State shall examine a application for a 
consent under regulation 8 or 17 which relates to Group I or 
Group II organisms for - 

(a) its conformity with the requirements of the Act and of 
these Regulations, 

(b) the accuracy and completeness of the information given, 

(c) the correctness of the classification of the organisms 
to which the notification or application relates, and 

(d) where appropriate, the adequacy of the waste 
management, safety and emergency response measures. 

Duties on receiving applications for consent to release 

30. “(1) The Secretary of State shall within 30 days of receiving 
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an application for a consent under regulation 21 forward to the 
European Commission a summary of that application [in the format 
established by the Commission in accordance with Article 21 of 
the Deliberate Release Directive] , 

(2) The Secretary of State shall examine an application for a 
consent under regulation 21 - 

(a) for its conformity with the requirements of the Act and 
of these Regulations, 

(b) evaluate the risks posed by the proposed release, 

(c) if necessary, carry out such tests or inspections as 
may be necessary for control purposes, 

(d) take into account any comments from Member States of 
the European Communities made following the circulation to 

them by the European Commission of the summary referred to 
in paragraph (1) above, and 

(e) record his conclusions in writing. 

Decisions on applications for consent to import, acquire, keep 
or release 

31.-(1) The Secretary of State shall communicate his decision 
on an application for consent under regulation 8 or 17 to which 
regulation 29 applies or an application for a consent under 
regulation 21 before the end of a period of 90 days beginning 
wxth the day on which the application was made. 

(2) The period referred to in paragraph (1) shall not include 

any period beginning with the day on which the Secretary of State 

gxves notice in writing under section 111(6) of the Act that 

further information in respect of the application is required and 

endxng with the day on which that information is given to the 
Secretaiy of State. 
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( 3 ) The Secretary of State shall inform each member State of the 
Communities and the European Commission of his decision on each 
application for the release of genetically modified organisms. 

Duties in relation to applications for consent to market 
32. “(1) The Secretary of State shall examine an application for 
consent under regulation 26 for its conformity with the 
requirements of the Act and of these Regulations, giving 
particular attention to the environmental risk assessment and the 
recommended precautions related to the safe use of the product . 

(2) Before the end of a period of 90 days beginning with the day 
on which he receives an application under regulation 26 the 
Secretary of State shall either - 

(a) forward to the European Commission - 

(i) the application, 

(ii) a summary of the application [in the format 
established by the Commission in accordance with 
Article 21 of the Deliberate Release Directive] , 

(iii) a statement of the conditions under which he 
proposes to consent to the marketing of the product, 

(iv) where acceded to by the Secretary of State, 
details of any proposal by the applicant under 
regulation 27(7) not to comply with any of the 
requirements of regulation 27(6), and 

(v) his favourable opinion on the application, or 

(b) inform the applicant that the proposal does not fulfil 
the conditions of the Act and these Regulations and is 
re j ected . 

(3) The period referred to in paragraph (2) shall not include 
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any period beginning with the day on which the Secretary of State 
gave notice in writing under section 111(6) of the Act that 
further information in respect of the application was required 
and ending with the day on which that information was given to 
the Secretary of State. 

(4) The Secretary of State shall immediately inform the 
competent authority of each member State of the Communities and 
the European Commission of any other information he receives from 
the applicant before or after the granting of the consent. 

(5) Where no objection has been raised by the competent 
authority of another member State of the Communities the 
Secretary of State shall, within a period of 60 days beginning 
with the day on which the documents referred to in paragraph 
(2) (a) were forwarded to those member States by the European 
Commission, give the applicant consent in writing to the 
application to market the product and inform those member States 
and the Commission that he has done so. 

(6) Where an objection has been raised by the competent 
authority of another member State of the Communities and the 
European Commission has taken a favourable decision under Article 
13(3) of the Deliberate Release Directive, the Secretary of State 
shall give the applicant consent in writing to the application 
to market the product and inform those member States and the 
Commission that he has done so. 
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Informatilon to be Included in register 

33. (1) The register kept by the Secretary of State under section 
122 of the Act shall contain the particulars set out in 
paragraphs ( 2 ) to ( 8 ) . 

(2) In relation to a notice given under regulation 6 or 14 of 
these Regulations - 

(a) the name and address of the notifier, 

(b) the description of the genetically modified organisms 
in relation to which the notification is being made, 

(c) the location at which, and the purpose for which, the 
genetically modified organisms will be imported, acquired 
or kept, 

(d) the methods and plans for monitoring the genetically 
modified organisms and for emergency response, 

(e) the evaluation of the environmental impact of the 
genetically modified organisms, in particular any 
pathogenic or ecologically disruptive effects. 

(3) In relation to a direction under section 108(8) of the Act - 

(a) the name and address of the person to whom the 
direction is given, 

(b) the description of the genetically modified organisms 
in relation to which the direction is given, 

(c) the location at which the genetically modified 
organisms are being kept, and the purpose for which they 
are being kept. 

(4) In relation to a prohibition notice served under section 110 
of the Act “ 

(a) the name and address of the person on whom the notice 
is served, 

(b) the description of the genetically modified organisms 
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in relation to which the notice is served, 

(c) the location at which the genetically modified 
organisms are being kept, and the purpose for which they 
are being kept, 

(d) the reason the notice is served, 

(e) the day specified in the notice as the day on which the 
prohibition is to take effect. 



(5) In relation to an application for a consent under section 
111 ( 1 ) of the Act - 

(a) the name and address of the applicant, 

(b) the description of the genetically modified organisms 
in relation to which the application is being made, 

(c) the location at which, and the purpose for which, the 

genetically modified organisms will be imported, acquired, 
kept or released, 

(d) the methods and plans for monitoring the genetically 
modified organisms and for emergency response, 

(e) the evaluation of the environmental Impact of the 
genetically modified organisms, in particular any 
pathogenic and/or ecologically disruptive effects, 

(f) the conditions or limitations in accordance with which 

the committee has advised that the consent should ^ 

granted, 

(g) a summary of the reasons why the committee has advised 
that the consent should not be granted. 



(6) In relation to consents granted under section 111(1) of the 

(a) the fact that the consent has been granted, and a 

reference to the application in respect of which it was 
granted, 

(b) the conditions or limitations to which the consent is 
subject, 

(c) any information supplied to the Secretary of State in 
accordance with those conditions or limitations. 
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(d) any variation or revocation. 

(7) In relation to information furnished under section 112(3) (b), 
(4)(b) or (5)(b) of the Act, the description of the risks which 
are considered to be more serious than was apparent when the 
consent was granted. 

(8) In relation to convictions for any offence under section 118 
of the Act “ 

(a) the name and address of the person convicted, 

(b) the description of any genetically modified organisms 
in relation to which the conviction was obtained, 

(c) the offence which was committed, 

( d ) the penalty imposed and any order made by the court 
under section 120 of the Act. 

Keeping of the register 

34. (1) The information prescribed in regulation 33(2), (5) (a) 
(e)/ (7) and (8) shall be placed on the register within seven 
days of its receipt by the Secretary of State. 

(2) The information prescribed in regulation 33(3) or (4) shall 
be placed on the register within ten days of the direction being 
given or the prohibition notice being served. 

(3) The information prescribed in regulation 33(5)(f) and (g) 
shall be placed on the register within seven days of its receipt 
by the Secretary of State. 

( 4 ) The information prescribed in regulation 33(6) shall be 
placed on the register within seven days of the granting of the 
consent . 

(5) The register is to be kept at [HMIP HQ] /[Romney House, 43 
Marsham Street, London SWIP 3PY and at the local offices of 
HMIP/ [Scottish equivalent]. 
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Notifications under the Genetic Modification Regulations 1989 

35. -(1) A notification under the Genetic Modification 
Regulations 1989 (a) which was made after [date 90 days before 
these Regulations cone into force] shall be treated as a 
notification under regulation 6(2) (a), (b) or (e) of these 
Regulations, or under regulation 14(2) (a) or (b)(i) of the 
Regulations, as appropriate. 

(2) A notification under the Genetic Modification Regulations 
1989 which was made after [date 60 days before these Regulations 
come into force] shall be treated as a notification under 
regulation 6(2){c), (d) or (f) of these Regulations. 

Continuing to keep organisms: notification 

36. -(1) A person who on [date one year after coming into force 
of these Regulations] is keeping genetically modified organisms 
in respect of the which he was required to make a notification 
under the Genetic Modification Regulations 1989 before [date of 

coming into force of these Regulations] shall give the Secretary 
of State - 

(a) notice of the fact that he is keeping the organisms, and 

(b) the information prescribed in Schedule 3, to the extent 
that it has changed from the information notified under 
those Regulations, or is additional to that information. 

(2) A person required to give notice to the Secretary of State 
under paragraph (1) shall do so before [date 60 days before the 
coming into force of these Regulations]. 



(a) S.I. 1989/1810. 



C 38 



Printed image digitised by the University of Southampton Library Digitisation Unit 



DRAFT GMO REGS 



Marketing 

37. -d) Part V of these Regulations shall not apply to a person 
marketing a product which - 

(a) was marketed by him before [date on which Regulations 
come into force], and 



(b) is not an approved product, 



until [date one year after regulations come into force], 

(2) Part IV of these Regulations shall not apply to a person who 

releases a product to which paragraph (1) applies in accordance 

wxth any conditions and limitations to which the use of the 
product is subject. 
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Secretary of State 
for the Environment 



Minister of Agriculture, 
Fisheries and Food 



Secretary of State for Wales 



Secretary of State for Scotland 
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SCHEDULE 1 

Regulations 2 and 6 

CRITERIA FOR CLASSIFICATION OF ORGANISMS 

PART I 

CRITERIA FOR GROUP I ORGANISMS 

1. A Group I organism is a genetically modified micro-organism 
which - 

(a) is, or will be, non-pathogenic, 

(b) is, or will be, as safe as the recipient or parental 

organisms, but with limited survivability and/or 

replicability without adverse consequences in the 

environment , and 

(c) subject to paragraph 5 below, satisfies the criteria 
set out in paragraphs 2 and 3 below or the criteria set out 
in paragraph 4 below. 



2. The criteria set out in this paragraph are that any organism 
which is or will be a parental or recipient organism - 

(a) is non-pathogenic, 

(b) has no adventitious agents, and 

(c) has a proven and extended history of safe use or 
built-in biological barriers which, without interfering 
with optimal growth in a reactor or fermentor, confer 
limited survivability and replicability, without adverse 
consequences in the environment. 



3. The criteria set out in this paragraph are that any vector 
or insert - 

(a) is well characterised and free from known harmful 
sequences , 

(b) is limited in size as much as possible to the genetic 
sequences required to perform the intended function, 

(c) should not increase the stability of the construct in 
the environment, unless such an increase is a requirement 
of intended function, 

(d) should be poorly mobilisable, 

(e) should not transfer any resistance markers to micro- 
organisms not known to acquire them naturally, if such 
acquisition could compromise use of drug to control disease 
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agents . 



4. The criteria set out in this paragraph are that the organism - 

(a) is constructed entirely from a single prokaryotic 
recipient (including its indigenous plasmids and viruses) 
or from a single eukaryotic host (including its 
c^^lo^oplasts , mitochondria and plasmids, but excluding any 
viruses ) , 

(b) consists entirely of genetic sequences from different 
species that exchange these sequences by known 
physiological processes. 



5. For any period during which - 

(a) any of the criteria set out in paragraph 2 or 3 (or, as 
appropriate, the criteria set out in paragraph 4) cannot be 

in determining the classification of an organism 
and ' 

(b) the organism is used in Type A operations only, 

the organism shall be treated as satisfying the criteria in 
paragraphs 2 and 3 (or paragraph 4) if it satisfies the remaining 
criteria in paragraphs 2 and 3 (or paragraph 4, as appropriate). 



PART II 

CRITERIA FOR ORGANISMS OTHER THAN GROUP I OR II ORGANISMS 

6. An organism which satisfies the criteria of this Part of this 
Schedule is a genetically modified organism - 

(a) which is not a genetically modified micro-organism, and 

(b) which is as safe in the containment facility as any 
recipient or parental organism and has no adverse 
consequences in the environment. 
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SCHEDULE 2 

Regulations 5, 9, 12 and 19 
RISK ASSESSMENT 

1 . The following matters shall be investigated and assessed in 
relation to any organism which is or will be a donor, recipient 
or parental organism - 

(a) the name, species, subspecies and strain of the 
organism, 

(b) the degree of relatedness between the organism and the 
organism in relation to which the assessment is being 
carried out, 

(c) the ecosystem, genetic source and supplier from which 
the organism originated, 

(d) the reproductive cycle of the organism, 

(e) any genetic modifications to the organism, 

(f) the stability of the genetic traits of the organism, 

(g) the pathogenicity, virulence, infectivity, toxicity, 
and vectors of disease transmission of the organism, 

(h) the base sequence, frequency of mobilisation and 
specificity of the organism's indigenous vectors, 

( i ) the presence in the organism of genes which confer 
resistance to antibiotics and other environmental stresses, 

( j ) the host range of an organism which is a parasite or 
pathogen, 

(k) the organism's other potentially significant 
physiological traits, and the stability of those traits, 

(l) the organism's natural habitat and geographic 
distribution, 

(m) the climatic characteristics of the organism's natural 
habitat, 

(n) the involvement of the organism in environmental 
processes, including nitrogen fixation and pH regulation, 

(o) the interaction of the organism with other organisms in 
the environment and its effect on those organisms, 
including its likely competitive or symbiotic properties,^ 

( p ) the ability of the organism to form survival 
structures, including seeds, spores or sclerotia. 
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2. The following matters shall be investigated and assessed in 
relation to an organism in relation to which a risk assessment 
under section 108(1) (a) or (3) (a) of the Act is carried out - 

(a) the description of the modification, including the 
technique used or proposed to be used to introduce a vector 
or insert into the organism, 

(b) the nature and source of the vector introduced into the 
organism, 

(c) the function of the genetic modification and/or of the 
new nucleic acid, 

(d) the structure and amount of any vector or donor nucleic 

acid remaining in the final construction of the modified 
organism. 



stability of the genetic traits introduced into the 

Oi y allXSin, 

frequency of mobilisation of inserted vector or 
genetic transfer capability, 

level of expression of the new genetic 
material in the organism, and the method and sensitivitv of 
measurement of that rate and level, sensirivity of 

(h) the activity of the expressed protein. 



under section 108(l)(a) or (3)(a) of the Act il ct«ief out'" 

disseLiL4“n°of%hfo'''^^"? survival, multiplication and 
uissemxnation of the organxsm in the environment, 

(b) the available techniques for detection 

and monitoring of the organism in the environment ''' 

(c) the available techniques for detectinn 

new genetic material to other organisms, ^ a^sfer of the 

(d) the known and predicted habitats of the organism, 

(e) the ecosystems to which i-ho ■ 

disseminated as a result of an escape, be 

between the^modlf ild o^ganism^and"the'^oro^ ' ii'beraction 
be exposed in case of the escape ofthrorganL^^'"'' 
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(g) the known or predicted effects of the organism on 
plants and animals, including pathogenicity, inf activity, 
toxicity, virulence, vector or pathogen, allergenicity^ 
colonisation, predation, parasitism, symbiosis and 
competition, 

(h) the known or predicted involvement of the organism in 
biogeochemical processes, including nitrogen fixation and 
pH regulation, 

(i) the availability of methods for remedying harm caused 
to the environment by the escape of the organism. 
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SCHEDULE 3 

Regulations 6 and 14 
INFORMATION ACCOMPANYING NOTIFICATIONS 

PART I 

1. The name of every person who will be responsible for keeping 
the organisms and for the supervision, monitoring and safety of 
activities relating to the organisms, and details of the training 
and qualifications of each such person. 

2. The address and national grid reference of the installation 
on which the organisms will be kept, and a description of the 
sections of the installation. 

3. The classification of the organisms which will be kept on the 
premises as Group I organisms. 

4 . The nature of the activities which will be carried out in 
relation to the organisms, including the proposed scale of those 
activities and in particular whether those activities will be 
Type A operations or Type B operations. 

5. A written summary of any assessment required to be carried out 
in relation to the organisms under section 108(1) (a) or (3 Ha) 
of the Act. 



PART II 



6 . The date on which notification to the Secretary of State in 
accordance with regulation 6(a) or (b) was made in relation to 
the premises on which the organisms will be kept. 

7 . The name and designation of any donor, parental or recipient 
organisms, and the name and designation of 3 ny host— vector 
systems used in relation to the organisms. 

8. The source of any genetic material which will be modified, 
and the intended function of the modified material. 

9. The identity and characteristics, name and designation of the 
organisms. 

10. The purpose for which the organisms will be kept, and the 
expected results . 

11. The culture volume of organisms which will be kept. 



PART III 

12. The description of the sections of the installation in which 
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the organisms will be kept. 

13. The methods which will be used for handling the organisms. 

14. The description of the predominant meteorological conditions 
in the location of the installation and of potential sources of 
danger arising from the location of the installation. 

15. The description of the protective and supervisory measures 
to be applied throughout the period during which the organisms 
are intended to be kept. 

16. The containment category allocated specifying waste 
treatment provisions and the safety precautions to be adopted. 
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SCHEDULE 4 

Regulations 9 and 18 

CONSENT TO IMPORT OR ACQUIRE OR CONTINUE TO KEEP 

PART 1 

GROUP II ORGANISMS FOR TYPE A OR B OPERATIONS 

General 

1. The name of every person who will be responsible for keeping 
the organisms and for the supervision, monitoring and safety of 
activities relating to the organisms, and details of the training 
and qualifications of each such person. 

2. The address and national grid reference of the installation 
on which the organisms will be kept, and a description of the 
sections of the installation. 

3. The classification of the organisms which will be kept on the 
premises as Group II organisms. 

4 . The nature of the activities which will be carried out in 
relation to the organisms, including the proposed scale of those 
activities and in particular whether those activities will be 
Type A operations or Type B operations. 

The organisms 

5. The identity and characteristics, name and designation of the 
organisms. 

6. The purpose for which the organisms will be kept, and the 
nature of any product/the expected results. 

7. The name and designation of any donor, parental or recipient 
organisms, and the name and designation of any host-vector system 
to be used in relation to the organisms . 

8. The source of any genetic material which will be modified, 
and the intended function of the modified material. 

9. The culture volume of organisms to be kept. 

10. The behaviour and characteristics of the organisms in the 
case of changes in the conditions of containment or of release 
or escape to the environment. 

11. An overview of the potential hazards associated with the 
release or escape of the organisms. 

12. The substances, other than the intended product, which will 
or may be produced in the course of the keeping of the organisms. 

The installation 

13. The activity in which the organisms are to be used. 
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14, The description of the sections of the installation in which 
the organisms will be kept. 



15. The teclmologlcal processes used [the methods which will be 
used for handling the organisms] . 



in 'the^ the predominant meteorological conditions 

^ installation and specific hazards arising 
from the location of the Installation. ^ 



PART II 

GROUP II ORGANISMS FOR TYPE B OPERATIONS 

General 

which any notice was given to the Secretarv n-F 
State in accordance with regulation 8(a) or (b) in relati^ to 
the rnstallation in which the organisms will be kept 

Waste manaoernfant- 

arising froro^he' keepi^g^orth^'org^^ Jiazards of wastes 

i recover, of 

20. The ultimate form and destination of inactivated wastes. 

emergency resnnn.. p . .... 

or escapes might occur, ^ conditions under which accidents 

alarm" safety eguipment, 

resources. procedures and available 

23. A description of information provided to workers, 
the env!r^SrS ^revIn/that'^or^nilmfL^^^^ 
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SCHEDULE 5 

Regulations 22 and 27 

CONSENT TO RELEASE OR MARKET 



PART I 

GENERAL INFOEU^TION 

1. The name and address of the applicant, and the name, 
qualifications and training of the responsible scientist and of 
every other person who will be responsible for planning and 
carrying out the release of the organisms, for carrying out the 
release and for the supervision, monitoring and safety of the 
release. 



PART II 

INFORMATION RELATING TO THE ORGANISMS 
Characteristics of donor, parental and recipient organisms 

2. Scientific name and taxonomy. 

3. Usual strain, cultivar or other name. 

4. Phenotypic and genetic markers. 

5. The degree of relatedness between the donor and recipient 
organisms or between the parental organisms. 

6. The description of identification and detection techniques. 

7. The sensitivity, reliability (in quantitive terms) and 
specificity of detection and identification techniques. 

8. The description of the geographic distribution and of the 
natural habitat of^the organism including information on natural 
predators, prey, parasites, competitors, symbionts and hosts. 

9 . The potential of the organism for genetic transfer and 
exchange with other organisms. 

10. Verification of the genetic stability of the organisms and 
factors affecting that stability. 

11. The following pathological, ecological and physiological 
traits: 

(a) the classification of hazard according to [existing 
Community rules] concerning the protection of the 
environment ; 
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(b) the generation time in natural ecosystems, and sexual 
and asexual reproductive cycle; 

(c) survivability, including seasonability and the ability 
to form survival structures, including seeds, spores and 
sclerotia ; 

(d) pathogenicity, including infectivity, toxigenic! ty 
virulence, allergenicity, carrier (vector) of pathogen"^ 
possible vectors, host range including non-target organisms 

activation of latent viruses (proviruses) and 
ability to colonise other organisms; 

resistance, and potential use of these 

“ humans and domestic organisms for 
prophylaxis and therapy; 

(f) involvement in environmental processes, includino 

oroanl^ turnover, decomposition of 

organic matter and respiration. 

sequence, frequency of mobilisation and specif icitv of 

Charac teristics of the veofo,- 

14. The nature and source of the vector. 

genetic sec^ents^ used '^to^^^nstr^ other non-coding 

^/=?*„'ssrs 

17. The degree to which the vectoT- ■! o ^ 

required to perform the intended function DNA 

C haracteristic.^ of the mod i fied oT-qa„-!-.., 

18. The methods used for the modification. 

19. The methods used - 

( a ) to construct inserts anH +-r\ j 

recipient organism introduce them into the 



(b) to delete a sequence; 
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20. The description of any insert and/or vector construction. 

21. The purity of the insert from any unknown sequence and 
information on the degree to which the inserted sequence is 
limited to the DNA required to perform the intended function. 

22. The sequence, functional identity and location of the 
altered, inserted or deleted nucleic acid segments in question, 
and in particular any known harmful sequence. 

Characteristics of the genetically modified organism 

23. The description of the genetic traits or phenotopic 
characteristics and in particular any new traits and 
characteristics which may be expressed or no longer expressed. 

24. The structure and amount of any vector or donor nucleic acid 
remaining in the final construction of the modified organism. 

25. The stability of the organism in terms of genetic traits. 

26. The rate and level of expression of the new genetic material 
in the organism, and the method and sensitivity of measurement 
of that rate and level. 

27. The activity of the gene product. 

28. The description of identification and detection techniques, 
including techniques for the identification and detection of the 
inserted sequence and vector. 

29. The sensitivity, reliability (in quantitive terms), and 
specificity of detection and identification techniques. 

30. The history of previous releases or uses of the organism. 

PART III 

CONDITIONS OF RELEASE 

The release 

31. The description of the proposed deliberate release, 
including the purpose or purposes of the release and the foreseen 
products of the release. 

32 . The foreseen dates of the release and time planning of the 
experiment including frequency and duration of releases. 

33. The preparation of the site before the release. 

34. The size of the site. 

35. The methods to be used for the release. 
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36. The quantity of organisms to be released. 

37. The disturbance of the site, including the type and method 
of calculation, and mining, irrigation, or other activities. 

38. The post-release treatment of the site. 

39. The techniques foreseen for elimination or inactivation of 
the organisms at the end of the experiment or other purpose of 
the release. 



40 . Information on results of previous releases of those 
organisms, or of organisms of the same type as those which are 
to be released, and in particular releases on a different scale 
or into different ecosystems. 

The environment 

41. The geographical location and national grid reference of the 
site onto which the release will be made, or the foreseen areas 
of use of the product. 

42. The physical or biological proximity of the site of the 
organisms to humans and other significant biota. 

43. The proximity to significant biotopes or protected areas. 

44. The size of the local human population. 

45. The local economic activities which are based on the natural 
resources of the area. 

46 . The distance to the nearest drinking water supply zone 
and/or areas protected for environmental purposes . 

47. The climatic characteristics of the region or regions likelv 
to be affected. 



48 . The 

characteristics 



geographical. 



geological and pedological 



49. The flora and fauna, including crops, livestock and 
migratory species. 

50. The description of the target and non-target ecosystems 
likely to be affected. 



51. The comparison of the natural habitat of the recipient 
organism with the proposed site or sites of release. 



52. Any known planned developments or changes in land use in the 

region which could influence the environmental impact of the 
release. 
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PART IV 

THE ORGANISM AND THE ENVIRONMENT 
Characteristics affecting survival etc. 

53. The biological features which affect survival, multiplication 
and dispersal . 

54. The known or predicted environmental conditions which may 
affect survival, multiplication and dissemination, including 
wind, water, soil, temperature and pH. 

55. The sensitivity to specific agents. 

Interactions with the environment 

56. The predicted habitat of the organism. 

57 . The studies on the behaviour and characteristics of the 
organism and its ecological impact carried out in simulated 
natural environments, such as microcosms, growth rooms and 
greenhouses . 

58. The capability of post release transfer of genetic material 

(a) from the genetically modified organisms into organisms 
in affected ecosystems, 

(b) from indigenous organisms to the genetically modified 
organisms . 

59. The likelihood of post release selection leading to the 
expression of unexpected or undesirable traits in the genetically 
modified organism. 

60. The measures employed to ensure and to verify genetic 
stability, the description of genetic traits which may prevent 
or minimise dispersal of genetic material, and methods to verify 
genetic stability. 

61. The routes of biological dispersal, known or potential modes 
of interaction with the disseminating agent, including 
inhalation, ingestion, surface contact and burrowing. 

62. The description of ecosystems to which the organism could 
be disseminated. 

Potential environmental impact 

63. The potential for excessive population increase of the 
organisms in the environment. 

64. The competitive advantage of the organisms in relation to 
the unmodified recipient or parental organism. 
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65. The identification and description of the target organisms. 

66. The anticipated mechanism and result of interaction between 
the released organisms and the target organism. 

67 . The identification and description of non- target organisms 
which may be affected. 

68. The likelihood of post release shifts in biological 
interactions or in the host range. 

69. The known or predicted effects on plants and animals and 
non- target organisms in the environment, impact on population 
levels of competitors, prey, hosts, symbiont, predators, 
parasites and pathogens. 

70. The known or predicted involvement of the organism in 
biogeochemical processes. 

71. Any other potentially significant interactions of the 
organisms with the environment. 



PART V 

MONITORING, CONTROL, WASTE TREATMENT AND EMERGENCY PLANS 
Monitoring techniques 

72. Methods for tracing the organisms, and for monitoring their 
effects. 



73. Specificity (to identify the organisms, and to distinguish 
them from the donor, recipient or the parental organisms), 
sensitivity and reliability of the monitoring techniques. 

74. Techniques for detecting transfer of the donated genetic 
material to other organisms. 

74. Duration and frequency of the monitoring. 



Control of the release 

^ and procedures to avoid and/or minimise the spread 

Of the organisms beyond the site of release or the designated 
area for use. ^ 



and procedures to protect the site from intrusion 
by unauthorised individuals . 



77. Methods and procedures to prevent other 
entering the site. 



organisms 



from 



Waste treatment 

78. Type of waste generated. 
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79. Expected amount of waste. 

80. Possible risks. 

81. Description of treatment envisaged. 

Emergency response plans 

82. Methods and procedures for controlling the organisms in case 
of unexpected spread. 

83. Methods, such as eradication of the organisms, for 
decontamination of the areas affected. 

84. Methods for disposal or sanitation of plants, animals, 
soils, and any other thing exposed during or after the spread. 

85. Methods for the isolation of the area affected by the 
spread . 

86. Plans for protecting the environment in case of the 
occurrence of an undesirable effect. 
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SCHEDULE 6 
CONSENT TO MARKET 
PART I 

GENERAL INFORMATION 



Regulation 27 



1. The name of the product and the name of the genetically 
modified organisms in the product. 

2. The name and address in one of the member States of the 
manufacturer or distributor of the product. 

3. The specificity of the product and the exact conditions of 
use including, where appropriate, the type of environment and/or 
the geographical areas within the member States for which the 
product is suited. 

4. The type of expected use of the product and the description 
of the persons who are expected to use the product. 



PART II 

ADDITIONAL RELEV7VNT INFORMATION 

5. The measures to be taken in the event of the escape of the 
organisms in the product or misuse of the product. 

6. Specific instructions or recommendations for storage and 
handling of the product, 

7. The estimated level and amount of production of the product 
within the member States of the Communities and the estimated- 
level and amount of imports of the product into those member 
States. 

8. Information regarding the proposed packaging for the product 
and its appropriateness so as to avoid the escape of genetically 
modified organisms during storage or at a later stage. 

9 . Information regarding proposed labelling including the 
proposals for stating, in full or summarised form, the 
information prescribed in paragraphs 1 to 3, 5 and 6 above. 
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D3A 

Draft 8/10/91 



HEALTH AND SAFETY 



The Genetically Modified Organisms 
(Health and Safety) Regulations 1992 

ARRANGEMENT OF REGULATIONS 



PART I 

INTERPRETATION AND APPLICATION 

1. Citation and commencement. 

2. Interpretation. 

3. Meaning of "work" or "at work". 

4. Modification of section 3(3) of the Health and Safety at Work 
etc. Act 1974. 

5. Application of these Regulations. 

PART II 

APPLICATION OF THE SPECIFIED PROVISIONS OF THE 1990 ACT AND THE 1992 
REGULATIONS FOR THE PURPOSE OF THESE REGULATIONS 

6. Application of the 1990 Act and the 1992 Regulations for the 
purpose of these Regulations. 

7. The specified provisions of the 1990 Act. 

8. The specified provisions of the 1992 Regulations. 

9. General modification to the specified provisions of the 1990 Act 
and the 1992 Regulations. 

10. Modifications to the specified provisions of the 1990 Act. 

11. Modifications to the specified provisions to the 1992 

Regulations . 
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PART III 

OTHER PROVISIONS APPLIED FOR THE PURPOSE OF THESE REGULATIONS 



12. Form of notifications and applications. 

13. Notifications in relation to Type A operations using Group I 
micro-organisms . 

14. Standards of occupational safety and containment. 

15. Emergency plans. 

16. Notification of escapes. 

17. Establishment of a biological safety committee. 

18. Information provided under the 1989 Regulations. 



PART IV 

MISCELLANEOUS AND GENERAL 

19. Exemption certificates. 

20. Enforcement and civil liability. 

21- Fees for applications for consents. 

22. Transitional provisions. 

23. Disclosure of information provided for the purpose of these 
Regulations. 

25. Extension outside Great Britain. 

26. Revocations and savings. 



Schedule 1. 
Schedule 2. 

Schedule 3. 

Schedule 4. 

Schedule 5. 

Schedule 6. 



The specified modifications to 
Modifications to Schedule 2 to 
purpose of these Regulations. 
Modifications to Schedule 3 to 
purpose of these Regulations. 
Modifications to Schedule 4 to 
purpose of these Regulations. 
Modifications to Schedule 5 to 
purpose of these Regulations. 
Containment measures for micro 



the 1992 Regulations. 

the 1992 Regulations for the 

the 1992 Regulations for the 

the 1992 Regulations for the 

the 1992 Regulations for the 

organisms in Group II. 
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Draft proposals for Regulations to be made by 
the Secretary of State, being the Minister 
designated for the purpose of section 2 of the 
European Communities Act 1972 in relation to 
measures relating to the control and regulation 
of genetically modified organisms under the 
said section 2 and sections 15(1) and (2), 

(3)(b), and (c) , (4) (a) , (5) (b) and (9), 

43(2), (4), (5), (6) and (9), 52(2) and (3) and 
82 (3) (a) of, and paragraphs 1(1) (b) and (c) , 

(2), (4) and (5), 2(1), 3(1), 4(1), 6(1), 11, 

13(1), 14, 15(1), 16, 20 and 21(a) and (b) of 
Schedule 3 to, the Health and Safety at Work 
etc. Act 1974. 

PART I 

INTERPRETATION AND APPLICATION 
Citation and commencement 

1. These Regulations may be cited as the Genetically Modified 

Organisms (Health and Safety) Regulations 1992 and shall come into 
force on 199- . 

Interpretation 

2. -(1) In these Regulations, unless the context otherwise 
requires - 

"the 1974 Act" means the Health and Safety at Work etc. Act 

1974< a 5 ; 

"the 1990 Act" means the Environmental Protection Act 1990^^^ ; 



(a) 1974 C.37. 

(b) 1990 C.43. 
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"the 1989 Regulations" means the Genetic Manipulation Regulations 
1989^ 3 > ; 



the 1992 Regulations" means the Genetically Modified. Organisms 
(Environmental Protection) Regulations 1992<^^; 

biological safety committee" means the committee established in 
accordance with regulation 17 ; 

"the Contained Use Directive" means Council Directive 

No. 90/219/EEC< c > on the contained use of genetically modified 

micro-organisms ; 



"the Executive" means the Health and Safety Executive. 

(2) In these Regulations, a person shall be treated as keeping 
a genetically modified organism, while it is under his control whether 
or not while keeping that organism, it is modified. 



(3) Unless the context otherwise requires, words and 
expressions defined in the 1990 Act or in the 1992 Regulations shall 
have the same meaning in these Regulations. 



(4) In these Regulations, a reference to "an activity involving 

genetically modified organisms" shall be treated as a reference to any 

activity in which genetically modified organisms are imported, 

acquired, kept, released or marketed, but shall not include a reference 

to any such activity involving an approved product if the activity is 

carried on in accordance with any conditions or limitations attached to 
that consent. 



(a) 

(b) 

(c) 



(5) 



In these Regulations any reference to - 



(a) "the specified provisions" is a reference to the provision; 
of the 1990 Act or the 1992 Regulations specified in 
^agulation 7 or 8 respectively ; 



S.I. 1989/1810. 

S.I. 1992/- 

OJ No. L117, 8.5.90, p.l 
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(b) "the purpose of these Regulations" is a reference to the 
purpose referred to in regulation 5(1). 

(6) In these Regulations, unless the context otherwise 
requires - 

(a) a reference to a numbered Part, regulation or Schedule is a 
reference to the Part, regulation or Schedule in these 
Regulations so numbered; and 

(b) a reference to a numbered paragraph is a reference to the 
paragraph so numbered in the regulation or Schedule in 
which that reference occurs. 

Meaning of "work" or "at work" 

3- For the purpose of these Regulations and Part I of the 1974 Act 
the meaning of "work" shall be extended to include any activity 
involving genetically modified organisms and the meaning of "at work" 
shall be extended accordingly. 

Modification of section 3(2) of the 1974 Act 

4. Section 3(2) of the 1974 Act shall be modified in relation to an 
activity involving genetically modified organisms so as to have effect 
as if the reference to a self-employed person was a reference to any 
person who is not an employer or an employee and the reference to his 
undertaking included a reference to such an activity. 

Application of these Regulations 

5. “(1) These Regulations shall have effect for the purpose of 
protecting persons against risks to their health, whether immediate or 
delayed arising out of or in connection with activities involving 
genetically modified organisms. 
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(2) Nothing in these Regulations shall prejudice any 
requirement imposed by or under any enactment which relates to public 
health or the protection of the environment. 

(3) These Regulations, except insofar as they relate to the 
importation of genetically modified organisms into the United Kingdom, 
shall not apply to Northern Ireland. 



PART II 

APPLICATION OF THE SPECIFIED PROVISIONS OF 
THE 1990 ACT AND THE 1992 REGULATIONS FOR 
THE PURPOSE OF THESE REGULATIONS 



Application of the 1990 Act and the 1992 Regulations for the purpose of 
these Regulations 



6. -(1) Notwithstanding sections 106(1) and 112 (l) of the 1990 Act 

the specified provisions shall apply to the purpose of these 
Regulations as if those provisions were herein re-enacted subject to 
such modifications as are specified in these Regulations. 



(2) Where a specified provision is modified, qualified or 

supplemented by some other provision of the 1990 Act or the 1992 

Regulations, that other provision shall continue to have effect in 

relation to the specified provisions unless these Regulations expressly 
provide otherwise. 



The specified provisions of the 1990 Act 



7. The specified provisions of the 
(3), 111(1) and (2), 122(1) (a), (b) , 

and 124. 



1990 Act are sections 108(1) 
(d) to (f) and (h) , 123(1) to 



and 

(8) 



The specified provisions of the 1992 Regulations 



8. The specified provisions of the 1992 
5 to 9(4), 10 to 18(1), 19 to 24(1), 24(2) 



Regulations are regulations 
except sub-paragraphs (a) 
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and (b) and (e) to (i) , 25 to 33(3), (5) to (7) and 34 and Schedules 2 

to 6 . 

General modification to the specified provisions of the 1990 Act and 
the 1992 Regulations 

9. In their application for the purpose of these Regulations, in the 
specified provisions of the 1990 Act or the 1992 Regulations or in any 
provision modifying, supplementing or qualifying those provisions, any 
reference to the Secretary of state shall be treated as a reference to 
the Executive, and those provisions shall be modified accordingly. 

Modifications to the specified provisions of the 1990 Act 

10. -( 1 ) The specified modifications of the 1990 Act for the purpose 
of these Regulations are the modifications set out in the following 
paragraphs of this regulation. 

(2) In section 108(1) (a) after the words "by of reference to 
the nature of the organisms" there shall be inserted a comma and the 
words "the manner of their importation or acquisition". 

(3) In section 108(1) (a) and (3) (a) for the words "damage to 
the environment" there shall be substituted the words "risks to human 
health" in both places where they occur. 

(4) In section 123 - 

(a) in subsection (2), for the words "damage to the 
environment" substitute the words "a risk to unknowi 
health" , 

(b) in subsection (7) (e) , for the words "of damage to the 
environment" substitute the words "to human health", 

(c) in subsection 7 at the end, repeal the words from 
"and the Secretary of State" to the end of that 
subsection. 
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Modifications to the specified provisions of the 



1992 Regulations 



11. The specified modifications to the 1992 Regulations for the 
purpose of these Regulations are the modifications set out in 
Schedules 1 to 5 of these Regulations. 
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PART III 



OTHER PROVISIONS APPLIED FOR THE 
PURPOSE OF THESE REGULATIONS 

Form of notifications and applications 

12. Any notification or application for a consent made for the 
purpose of these Regulations shall be in a form approved for the time 
being by the Executive. 

Notifications in relation to Type A operations using Group I micro- 
organisms 

13. A person undertaking activities involving only the importation, 
acquisition or keeping of Group I micro-organisms which are intended to 
be used in Type A operations or organisms other than Group I or 

Group II micro-organisms which satisfy the criteria set out in Part II 
of Schedule 1 shall, forthwith after the end of the calendar year in 
which those activities were undertaken, notify the Executive that he 
has continued to undertake such activities and that the information 
notified in accordance with regulation 6(1) (a) of the 1992 Regulations 
as modified for the purpose of these Regulations remains unchanged, or 
if "this is not the case, the notification shall include particulars of 
any changes in that information. 

Standards of occupational safety and containment 

14. -(1) This regulation shall apply to any activity involving 
genetic modification in which genetically modified organisms are 
imported, acquired or kept. 

(2) For any such activity involving genetically modified micro- 
organisms of Group I, principles of good microbiological practice and 
the following principles of good occupational safety and hygiene shall 
apply - 
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(a) to keep workplace and environmental exposure to any 
physical, chemical and biological agent adequately 
controlled; 

(b) to exercise engineering control methods at source and to 
supplement these with appropriate personal protective 
clothing and equipment where necessary; 

(c) to test adequately and maintain control measures and 
equipment ; 

(d) to test, when necessary, for the presence of viable process 
organisms outside the primary physical containment; 

(e) to provide training of personnel; and 

(f) to formulate and implement local rules for the safety of 
personnel . 

(3) For any such activities involving genetically modified 
micro-organisms of Group II in addition to the principles set out in 
paragraph (2) the containment measures set out in Schedule 6 shall be 
applied as appropriate so as to ensure a high level of safety. 

(4) For any such activities involving genetically modified 
organisms other than genetically modified micro-organisms of Group I or 
II, the principles set out in paragraphs (1) and (2) shall be applied 
as appropriate so as to ensure a high level of safety. 

Emergency plans 

15. -(1) Where an assessment made for the purpose of these 

Regulations under section 108(1) (a) or (3) (a) of the 1990 Act or in 
connection with an application for a consent under section 111 ( 1 ) or 
(2) of that Act shows that as a result of any foreseeable accident the 
health or safety of persons outside the premises in which an activity 
involving genetic modification is carried on is liable to be affected 
thereby, the person undertaking the activity shall prepare a suitable 

^ 10 
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emergency plan with a view to securing the health and safety of those 
persons. 

(2) The person preparing the plan shall consult such persons, 
bodies and authorities as are appropriate and inform the emergency 
services in writing of the plan. 

(3) The person undertaking the activity involving genetic 
modification which is the subject of the emergency plan shall take 
appropriate measures to inform persons who are liable to be affected by 
an accident, of the safety measures and the correct behaviour to adopt 
in that event. 

(4) The information required to be given in pursuance of 
paragraph (3) shall be repeated and brought up to date at appropriate 
intervals and shall be made publicly available. 

(5) Any reference to "emergency response plans" in the 1992* 
Regulations shall include a reference to emergency plans prepared for 
the purpose of this regulation. 

Notification of escapes 

16- Where the Executive receives a notification in pursuance of 
regulation 16 of the 1992 Regulations, it shall be functions of the 
Executive to - 

(a) ensure that any emergency, medium and long term measures 
are taken; 

(b) immediately inform any other member State that could be 
affected by the accident; 

(c) collect, where possible, the information necessary for a 
full analysis of the accident and, where appropriate, make 
recommendations to avoid similar accidents in the future 
and to limit their effects; and 
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c ) send to the European Commission the information provided 
for under paragraph (1), together with an analysis of the 
accident and details of any recommendations made to avoid 
simxlar accidents in the future and to limit their effects. 

Establishment of a biological safety committee 

17. A person who undertakes an assessment made for the purpose of 

these Regulations under section 108(1) (a) or (3) (a) of the 1990 Act or 

in connection with an application for a consent under section 111 ( 1 ) or 

(2) of that Act shall establish a committee for the purpose of advising 
him in relation to that assessment. 



Information provided under the 1989 Regulations 

18. For the purpose of these Regulations, a person who has notified 
information to the Executive in accordance with the 1989 Regulations 
when those Regulations were in force, shall not be required to provide 
the same information for the purpose of these Regulations 



PART IV 



MISCELLANEOUS AND GENERAL 

Exemption certificates 



19. -(1) subject to paragraph (2) and to any provisions imposed by 

the European Communities in respect of the control and regulation of 

genetically modified organisms, the Executive may, by a certificate in 

writing, exempt any person or class of persons, genetically modified 

organisms or class of genetically modified organisms from all or any of 

the requirements or prohibitions imposed by or for the purpose of these 

Regulations and any such exemption may be granted subject to conditions 

and to a limit of time and may be revoked by a certificate in writing 
at any time. 



( 2 ) The Executive shall not grant any such exemption unless 
having regard to the circumstances of the case and in particular to 
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(a) the conditions, if any, that it proposes to attach to the 
exemption ; and 

(b) any requirements imposed by or under any enactments which 
apply to the case, 

it is satisfied that the health or safety of persons who are likely to 

be affected by the exemption will not be prejudiced in consequence of 
it. 

Enforcement and civil liability 

20. -(1) In as far as any provision of these Regulations is made 

under section 2 of the European Communities Act 1972^ ® ^ that 
provision - 

(a) subject to the following paragraphs of this regulation, 
shall be treated as if it were a health and safety 
regulation made under section 15 of the Health and Safety 
at Work etc. Act 1974 ^^) and the provisions of that Act 
(i^d^ding the provisions relating to enforcement and 
offences) and of any health and safety regulations shall 

apply to that provision as it applies to health and safety 
regulations ; and 

(b) shall, in the event of a breach of duty imposed by that' 
provision, confer a right of action in civil proceedings in 
so far as that breach of duty causes damage. 

(2) Notwithstanding regulation 3 of the Health and Safety 
(Enforcing Authority) Regulations 1989^ ^ ^ , the enforcing authority 
for these Regulations shall be the Executive except that - 




(a) 1972 c.68. 



(b) 1974 C.37; section 15 was amended by the Employment Protection 
Act (C.71), Schedule 15, paragraph 6. 

(c) S.I. 1989/1903. 
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(a) where a product consisting of or containing a genetically 
modified organism is supplied in or from premises which are 
registered under section 75 of the Medicines Act 1968^®>, 

the enforcing authority shall be the Royal Pharmaceutical 
Society; 

(b) where the product is supplied otherwise than in sub- 
paragraph (a) above - 

(1) in or from any shop, mobile vehicle, market stall or 
other retail outlet, or 

(ii) otherwise to members of the public, including by way 
of free sample or prize or mail order, 

the enforcing authority shall be the local weights and measures 
authority . 

(3) In any case where by virtue of paragraphs (2) (a) or (b) , 

these Regulations are enforced by the Royal Pharmaceutical Society or 

the local weights and measures authority, they shall be enforced as if 

ey were safety regulations made under section 11 of the Consumer 

Protection Act 1987 <b) a^d the provisions of section 12 of that Act 

shall then apply to these Regulations as if they were safety 
regulations. 



proceedings for an offence under these Regulations, 
shall be a defence for any person to prove that he took all 

reasonable precautions and exercised all due diligence to avoid the 
commission of that offence. 



Fees for applications for consents 



21. (1) The Executive may charge a fee determined in accordance 

with paragraphs (2) and (3) in relation to any application made to it 

Regulations under section lll(i) 

r (2) of the 1990 Act and that fee shall be payable by the applicant. 



(a) 

(b) 



1968 C.67. 
1987 C.43. 
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(2) The fee shall not exceed the sum of the costs reasonably 

incurred by the Executive in determining the application. 

(3) The Executive may determine the cost of employing a graded 

officer for any period on work appropriate to his grade by reference to 

the average cost to it of employing officers of that grade for that 

period. 

(4) When requiring payment the Executive shall send or give to 
the person making the application a detailed statement of the work done 
and costs incurred including details of any visits made and the period 
to which the statement relates, and the fee shall be - 

(a) payable whether or not the consent is granted; 

(b) payable one month after the statement had been sent or 
given ; and 

(c) only recoverable as a civil debt. 

Transitional provisions 

22. ~(1) This regulation insofar as it relates to the 1992 

Regulations shall have effect for the purpose of these Regulations. 

(2) Until [insert cif + i year] where before [insert cif] a 
person had notified the Executive of his intention to undertake 
activities involving genetic modification which complied with 
regulation 5(1) and (2) (a) of the 1989 Regulations as then in force, 
that notification shall be treated as satisfying the requirements of 
regulation 6(1) of the 1992 Regulations as it is applied by 
paragraph (2) (a) , (b) and (e) of that regulation and regulation 8(a) of 
the 1992 Regulations. 

(3) Until [insert cif +90 days] it shall be a sufficient 
compliance with regulation 6(1) of the 1992 Regulations as it is 
applied by paragraph (2) (a) , (b) and (e) of that regulation, if the 
notifier has notified that activity in accordance with the requirements 
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of regulation 5(1) and (2) (a) of the Genetic Manipulation Regulations 
1989 as in force immediately before [ insert cif ] . 



(4) Until [insert cif + 60 days] it shall be a sufficient 
compliance with regulation 6(1) of the 1992 Regulations as it is 
applied by paragraph ( 2 ) (c), (d) and (f) of that regulation or 
regulation 14(1) of those Regulations as it is applied by 
paragraphs (2), and (3) of that regulation, if the notifier of an 
activity involving genetic modification had notified that activity in 

requirements of regulation 5 ( 1 ) and (2) (b) of the 
Regulations as in force immediately before [insert cif], 

activitv\n -1^° has notified an 

t=) tb" f ,,,, 

cif], being an activity L'ChLrregu^atr 

Hegulations applies the notit ® the 1992 

consented to the ac^iv^tv Executive has 

writing. """""" ^^--^hive objects by notice in 



compliance with Part”iv^/th it shall be a sufficient 

release had notified that rellai!^in^a!r^d^°"^ notifier of a 

of regulation 5(1) and (2) (b) of th ”^th the requirements 

immediately before [insert cif] ^ Regulations as in force 

(7 1 Part V of th^^ 1 QQO Th 

[insert cif . x ^ PersoI'l^keting^T T" 

eting a product which 

(-) was marketed before [insert cif] ; ,nd 



(h) IS not an approved product. 



-lender dates should be inserted oncrthat that 

IS settled.] 
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Disclosure of information provided for the purpose of these Regulations 

23. “(1) Subject to the following paragraphs of this regulation, in 

as far as any information given to the Executive for the purpose of 
these Regulations is provided in accordance with a provision made under 
section 2 of the European Communities Act 1972, that information shall 
be treated as relevant information for the purposes of section 28 of 
the Health and Safety at Work etc. Act 1974. 

(2) Where a person making a notification in pursuance of 
regulations 7 to 9, 12 and 19 indicates that it contains certain 
information the disclosure of which might harm his competitive position 
and should be kept confidential, full justification for that indication 
shall be given and in such a case after consulting the notifier the 
Executive shall decide what information shall be kept confidential and 
shall inform the notifier of its decision before disclosing any of that 
information. 

(3) Nothing in paragraph (2) shall apply to the following 
information which, where submitted, shall not be kept confidential - 

(a) the name and address of the notifier and the location of 
the activity involving genetic modification; 

(b) the description of the genetically modified organism 
involved ; 

(c) where necessary, methods and plans for monitoring the 
genetically modified organism and for emergency response; 
and 

(d) the evaluation of foreseeable effects and in particular 
pathogenic effects. 

(4) It shall be functions of the Executive ~ 

(a) where and to the extent that in its view it is appropriate, 
to make such of the information contained in a 
notification, except information which it has agreed shall 
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be kept confidential in accordance with paragraph (2) , 
available to the public; and 



(b) to send information to the European Commission and to the 
competent authorities of the other Member States in 
accordance with the requirements of the Contained Use 
Directive and the Deliberate Release Directive. 

Extension outside Great Britain 

25. These Regulations, except in so far as they relate to 
importations of genetically modified organisms, shall apply to any 
activity to which sections 1 to 59 and 8 0 to 82 of the Health and 
safety at Work etc. Act 1974 applies by virtue of the Health and Safety 
at Work etc. Act 1974 (Application Outside Great Britain) Order 
1989C®> as they apply to activities within Great Britain. 

Revocations and savings 

26. -(1) The 1989 Regulations are hereby revoked. 

(2) Nothing in these Regulations shall affect any activity 
involving genetic manipulation which had been duly notified under 
regulation 5(1) and (2) (b) of the 1989 Regulations when those 

Regulations were in force and for which a consent is not required under 
the 1991 Regulations and these Regulations. 




(a) S.I. 1989/840 
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SCHEDULE 1 



Regulation 11 



THE SPECIFIED MODIFICATIONS TO THE 1992 REGULATIONS 



1. In regulation 5 at the end, insert the following paragraphs - 

"(3) An assessment made for the purpose of paragraph (1) 
above shall be made by a method approved for the time being by 
the Executive. 

(4) A person who imports or acquires a Group I micro- 
organism which is intended to be used for Type A operations, or 
organisms other than Group I or Group II micro-organisms which 
satisfy the criteria set out in Part II of Schedule 1, shall keep 
a record of those activities and shall make that record available 
to the Executive on request.". 

2. In regulation 6 at the end, insert the following paragraph — 

"(5) Where a person making a notification to which 
paragraph 2(c), (d) or (f) applies has provided the information 
prescribed in Part I of Schedule 3 in a previous notification and 
that information remains accurate, it shall be sufficient 
compliance with the requirement to provide that information if 
the notifier provides - 

(a) - the address of the installation; 

(b) the date of the previous notification referred 
to ; and 

(c) a statement that the previous information 
remains accurate or, if this is not the case, a 
statement of the changes from the information 
previously given. " . 
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For regulation 7(l)(b), substitute the following sub-paragraph 

''(b) the end of such shorter period as the Executive may agree 
in any particular case or class of case.". 



For regulation 7(2)(b), substitute the following sub-paragraph - 

'' (b) the end of such shorter period as the Executive may agree 
in any particular case or class of case.". 



5. For regulation 7(3)(b), substitute the following sub-paragraph - 

" (b) the end of such shorter period as the Executive may agree 
in any particular case or class of case.". 



6. in regulation 9(1) (b) (ii) , after the words "by reference to the 
nature of the organisms" insert a comma and the words "the manner of 
heir importation or acquisition" and for the words "damage to the 
environment" substitute the words "human health". 



7. At the end of regulation 9(4), insert before the full stop the 

words and the assessment shall be made by a method approved for the 
time being by the Executive" . 



8. In regulation 11 ( 1 ) for the words "the environment" substitute 

the woircis '^'to human health” =»+- 4 -v. j 

fun the end of that paragraph before th 

ull stop insert the words "and the assessment shall be made by a 
method approved for the time being by the Executive".' 

9. In regulation 11(2) - 



(a) after the words "(Exemptions from Part ill) insert the 
words "and regulation 22 of the Genetic Modification 
(Health and Safety) Regulations 1992 (Transitional 
provisions) (S.I. 1992/ )"; 

Ct>) omit sub-paragraph (d) . 
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10. In regulation 13(2), for the words "or Group II" substitute the 
words "intended to be used for Type A operations or organisms other 
than Group I or Group II organisms which satisfy the criteria set out 
in Part II of Schedule 1". 



11. In regulation 14(2), for the words "regulation 36" substitute the 
words "regulation 22 of the Genetic Modification (Health and Safety) 
Regulations 1992". 

12. In regulation 14(3), for the words "regulation 36" substitute the 
words "regulation 22 of the Genetic Modification (Health and Safety) 
Regulations 1992". 

13 . In regulation 14 at the end insert the following paragraph ~ 

"(6) Where a person making a notification to which 
paragraph (4) (a) or (b) applies has provided the information 
prescribed in Part I of Schedule 3 in a previous notification and 
that information remains accurate, it shall be sufficient 
compliance with the requirement to provide that information if 
the notifier provides - 

(a) the address of the installation; 

(b) the date of the previous notification referred 
to ; and 

(c) a statement that the previous information 
remains accurate or, if this is not the case, a 
statement of the changes from the information 
previously given. 
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14 . 



In regulation 15(1), before the full stop at the end insert the 
following words "or before the end of such shorter period as the 
Executive may agree in any particular case or class of case". 

15. In regulation 16(a), for the words "causing harm to the living 
organisms supported by the environment" substitute the words "creating 
a risk to human health" and in sub-paragraph (b) for the words "the 
environment” substitute the words "human health" . 

16. In regulation 17(1) - 

(a) after the words " (Exemptions from Part III) " insert the 

words "and regulation 22 of the Genetic Modification 

(Health and Safety) Regulation 1992 (Transitional 
Provisions) " ; 

(b) omit sub-paragraph (d) . 

17. In regulation 19(1), after the words "by reference to the nature 
of the organisms" insert a comma and the words "the manner of their 
importation or acquisition" and for the words "of damage to the 
environment" substitute the words "to human health". 

18. At the end of regulation 19(2), insert before the full stop the 

words "and the assessment shall be made by a method approved for the 
time being by the Executive". 

19. For sub-paragraph (c) of regulation 22(1), substitute the 
following sub-paragraph - 

(c) an assessment undertaken in accordance with a method 

for the time being approved by the Executive of the 

risks for human health created by the release of the 
organisms. " . 

20. In regulation 25, for the words "the environment" substitute 
"human health". 
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21. For sub-paragraph (b) of regulation 27(2), substitute the 
following sub-paragraph - 

" (b) an assessment undertaken in accordance with a method 
for the time being approved by the Executive of the 
risks for human health related to the genetically 
modified organisms contained in the product, 
including information obtained from the research and 
development stage of the risks for human health 
created by the release of the product.". 

22. In regulation 27(5), for the words "the environment" substitute 
the words "a risk to human health". 

23. In regulation 28 - 

(a) for sub-paragraph (a), substitute the following sub- 
paragraph - 

"(a) its conformity with the requirements of the Genetic 
Modification (Health and Safety) Regulations 1992,"; 

(b) in sub-paragraph (d) , for the full stop at the end 
substitute a comma; 

(c) following sub-paragraph (d) , insert the following words 
(out to the margin) - 

and if it is not satisfied that the requirements set out 
in sub-paragraphs (a) to (d) above have been complied with, 
it shall, before the end of the notice period for the 
notification, serve a notice to that effect upon the 

and the notifier shall not proceed with any of 
the work which was the subject of the notification until 
that notice has been rescinded.". 

24. In regulation 33(2), for sub-paragraph (e) substitute the 
following sub-paragraph - 
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•'(e) the evaluation of the risks to human health created 

by the organisms and in particular any pathogenic 
effects. " . 



25. in regulation 33(5), for .sub-paragraph (e) substitute the 
following sub-paragraph - 

"(e) the evaluation of the risks to human health created 

by the organisms and in particular any pathogenic 
effects . •’ . 



26. In regulation 34(4) 
words "seven days". 



for the words "three days" substitute the 



27. For paragraph (5) of regulation 34 , 
paragraph - 



substitute the following 



"(5) The registers referred to in regulation 33(2) and (3) 
and (5) to (7) shall be maintained - 



(a) in relation to a register required to be kept 
under regulation 33(2), at the area office of 
the Executive in whose area the activity 
notified is situated; 

(b) in relation to a register required to be kept 

under regulation 33(3), at the area office of 

the Executive in whose area the activity in 

relation to which the direction was given is 
situated; 

(c) in relation to a register required to be kept 
under regulation 33(5) (other than an 
application for the marketing of a product) , at 
the area office of the Executive in whose area 

the activity to which the application relates 
is situated; 
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(d) in relation to a register required to be kept 
under regulation 33(5) (which is an application 
for the marketing of a product) , at Baynards 
House, 1 Chepstow Place, Westbourne Grove, 
London W2 4TF; 

(e) in relation to a register required to be kept 
under regulation 33(6) (other than a consent 
for the marketing of a product) , at the area 
office of the Executive in whose area the 
activity to which the consent relates is 
situated; 

(f) in relation to a register required to be kept 
under regulation 33(6) (which is a consent for 
the marketing of a product) , at Baynards House, 
1 Chepstow Place, Westbourne Grove, London W2 
4TF; 

(g) in relation to a register required to be kept 
under regulation 33(7), at the area office of 
the Executive in whose area the activity to 
which the inf ormation • relates is situated.". 



28. 



Schedule 2 shall be modified in accordance with Schedule 2 to 



these Regulations. 



29. 



Schedule 3 shalL be modified in accordance with Schedule 3 to 



these Regulations. 



30. Schedule 4 shall be modified in accordance with Schedule 4 to 
these Regulations . 

31. Schedule 5 shall be modified in accordance with Schedule 5 to 
these Regulations. 
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SCHEDULE 2 



Regulation 11 



MODIFICATIONS TO SCHEDULE 2 TO THE 1992 REGULATIONS 
FOR THE PURPOSE OF THESE REGULATIONS 



1. At the end of paragraph l(i) delete the words "and other 
environmental stresses". 



For paragraph 3 substitute the following paragraph - 

"3. The following matters shall also be investigated and 
assessed in relation to an organism in relation to which a risk 
assessment under section 108(1) (a) or (3) (a) of the 1990 Act is 
carried out for the purpose of these Regulations - 



(a) toxic or allergenic effects of non-viable organisms and/or 
their metabolic products; 

(b) product hazards; 

(c) comparison of the modified micro-organism to the donor, 
recipient or (where appropriate) parental organism 
regarding pathogenicity; 

(d) capacity for colonization; 

(e) if the organism is pathogenic to humans who are 
immunocompetent : 

(i) diseases caused and mechanism of pathogenicity 
including invasiveness and virulence; 

(ii) communicability; 

(iii) infective dose; 

(iv) host range, possibility of alteration; 
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(V) possibility of survival outside of human host 

(VI) presence of vectors or means of dissemination; 
(vii) biological stability; 

(viij.) antibiotic-resistance patterns; 

(ix) allergenicity; 

(X) availability of appropriate therapies. 
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SCHEDULE 3 



Regulation 11 



MODIFICATIONS TO SCHEDULE 3 TO THE 1992 REGULATIONS 
FOR THE PURPOSE OF THESE REGULATIONS 



1. After paragraph 5 insert the following paragraph - 

"5A The following additional information shall be 
provided - 



(a) the names and capacities of members of the biological 
safety committee; 

(b) comments by that committee on the local arrangements 
for risk assessment; 

(c) the names of the biological and deputy biological 
safety officer concerned with the work (if any) ; 

(d) the name of the supervisory medical officer concerned 
with the work (if any) ; and 

(e) the arrangements for health surveillance (if any).". 

After paragraph 11 insert the following paragraph - 



"llA. The comments of the biological safety committee.". 



3 28 

PrintecJ image digitised by the University of Southampton Library Digitisation Unit 



SCHEDULE 4 



Regulation 11 



MODIFICATIONS TO SCHEDULE 4 TO THE 1992 REGULATIONS 
FOR THE PURPOSE OF THESE REGULATIONS 

1. After paragraph 4 insert the following paragraph - 

"4A The following additional information shall 
be provided - 

(a) the names and capacities of members of the biological 
safety committee; 

(b) comments by that committee on the local arrangements 
for risk assessment; 

(c) the names of the biological and deputy biological 
safety officer concerned with the work (if any) ; 

(d) the name of the supervisory medical officer concerned 
with the work (if any) ; and 

(e) the arrangements for health surveillance (if any).". 

2. After paragraph 24 insert the following paragraphs as 
paragraph 25 and 26 - 

" Protection of human health 

25. The maximum number of persons working in the installation 
and the number of persons who work directly with the 
organisms . 

26. The comments of the biological safety committee.". 
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SCHEDULE 5 



Regulation 11 



MODIFICATIONS TO SCHEDULE 5 TO THE 1992 REGULATIONS 
FOR THE PURPOSE OF THESE REGULATIONS 



1. After paragraph 1 insert the following paragraph - 

"lA The following additional information shall be 
provided - 

(a) the names and capacities of members of the 
biological safety committee; 

(b) comments by that committee on the local 
arrangements for risk assessment; 

(c) the names of the biological and deputy 
biological safety officer concerned with the 
work (if any) ; 

(d) the name of the supervisory medical officer 
concerned with the work (if any) ; and 

(e) the arrangements for health surveillance (if 
any) . " . 

2. In paragraph 11(a) for the words "the protection of human health" 
substitute the words "human health". 

3. At the end of the Schedule insert the following Part. 

"PART VI 

HEALTH CONSIDERATIONS 



87 . The toxic or allergenic effects of the non-viable 
genetically modified organisms on their metabolic products. 
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88 . 



The product hazards. 



89.^ A comparison of the modified organism to the donor, 

recipient or (where appropriate) parental organism regarding 
pathogenicity . 



90. 


The capacity [of the organism] for colonisation. 


91. 


If the organisms are pathogenic to humans who are 



iirununocompetent - 



(a) 


diseases caused and the mechanism of pathogenicity 
including invasiveness and virulence; 


(b) 


communicability ; 


(c) 


the infective dose; 


(d) 


the host range; 


(e) 


the possibility of survival outside the human host; 


(f) 


the presence of vectors or means of dissemination; 


(g) 


the biological stability; 


(b) 


amtibiotic— resistance patterns ; 


(i) 


allergenicity; and 


(j) 


availability of appropriate therapies. 


92 . 


Worker protection measures taken during the release.". 
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SCHEDULE 6 



Regulation 14(3) 



CONTAINMENT MEASURES FOR MICRO-ORGANISMS IN GROUP II 



The containment measures for micro-organisms from Group II shall 
be chosen by the user from the categories below as appropriate to the 

and. the operation in guestion in order to ensure the 
protection of the public health of the general population and the 
environment. 

Type B operations shall be considered in terms of their unit 
operations. The characteristics of each operation will dictate the 
physical containment to be used at that stage. This will allow 
selection and design of process, plant and operating procedures best 
fitted to assure adequate and safe containment. Two important factors 
to be considered when selecting the equipment needed to implement the 
containment are the risk of, and the effects consequent on, equipment 
failure. Engineering practice may require increasingly stringent 
standards to reduce the risk of failure as the consequence of that 
failure becomes less tolerable. 

Specific containment measures for Type A operations shall be 
established taking into account the containment categories for Type B 

operations below and bearing in mind the specific circumstances of such 
operations . 
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1 . 



2 . 



3 . 



4 . 



5 . 



6 . 



Viable roicro-organisms 
should be contained in 
a system which physically 
separates the process from 
the environment (closed 
system) 

Exhaust gases from the 
closed system should be 
treated so as to: 

Sample collection, addition 
of materials to a closed 
system and transfer of 
viable micro-organisms to 
another closed system, 
should be performed so as 
to: 

Bulk culture fluids should 
not be removed from the 
closed system unless the 
viable micro-organisms 
have been 



Seals should be designed 
so as to: 

Closed systems should be 
located within a 
controlled area 

(a) Biohazard signs should 
be posted 

(b) Access should be restricted 
to nominated personnel only 

(c) Personnel should wear 
protective clothing 



(d) Decontamination and 
washing facilities 
should be provided 
for personnel 



Yes 



Minimise 

release 



Minimise 

release 



Yes 



Prevent 

release 



Prevent 

release 



Yes 



Prevent 

release 



Prevent 

release 



Inactivated 

by 

validated 

means 



Inactivated 

by 

validated 

chemical 

or 

physical 

means 



Inactivated 

by 

validated 

chemical 

or 

physical 

means 



Minimise 

release 


. Prevent 
release 


Prevent 

release 


Optional 


Optional 


Yes, and 
purpose- 
built 


Optional 


Yes 


Yes 


Optional 


Yes 


Yes, via 
airlock 


Yes , work 
clothing 


Yes 


Yes 

A complete 
change 


Yes 


Yes 


Yes 
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Containment Categories 


SPECIFICATIONS 


B1 


B2 


B3 


(e) 


Personnel should shower 
before leaving the 
controlled area 


No 


Optional 


Yes 


(f) 


Effluent from sinks and 
showers should be 
collected and 
inactivated before 
release 


No 


Optional 


Yes 


(g) 


The controlled area should 
be adequately ventilated to 
minimise air contamination 


Optional 


Optional 


Yes 


(h) 


The controlled areas 
should be maintained 
at an air pressure 
negative to atmosphere 


No 


Optional 


Yes 


(i) 


Input air and extract air 
to the controlled area 
be HEPA filtered 


No 


Optional 


Yes 


(j) 


The controlled area should 
be designed to contain 
spillage of the entire 
contents of the closed 
system 


Optional 


Yes 


Yes 


(k) 


The controlled area should 
be sealable to permit 
fumigation 


No 


Optional 


Yes 


7 . Effluent treatment before final 

discharge 


Inactivated 

by 

validated 

means 


Inactivated 

by 

validated 

chemical 

or 

physical 

means 


Inactivated 

by 

validated 

physical 

means 
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Part VI 

Genetically Modified Organisms 
Preliminary 

106.— (1) This Part has effect for the purpose of preventing or 
minimising any damage to the environment which may arise froin the 
escape or release from human control of genetically modified organisms. 

(2) In this Part the term “organism” means any acellular., unicellular 
or multicellular entity (in any form), other than humans or human 
embryos; and, unless the context otherwise requires, the term also 
includes any article or substance consisting of or including biological 
matter. 



Purpose of Part 
VI and meaning 
of “genetically 
modified 
organisms” and 
related 
expressions. 
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xnvthinf (2) above “biological matter” means 

coLfsts of mentioned in that subsection) which 

(a) tissue or cells (including gametes or propagules) or subcellular 

les, of any kind, capable of replication or of transferring 
genetic material, or ® 

?ap“b” material, in any form, which are so 

if ini Tf the « “genetically modified” 

It any of the genes or other genetic material in the organism— 

(a) have been modified by means of an artificial techninne 
prescribed in regulations by the Secretary of “ateTor ^ 

reSom "“-"ber of 

soLel'Xch^ any 

suiiS: (^TaSrLTu^t-"’^'' ‘he purposes of 

occliS^g^ate^and^ ^s previously 

(b) any other technique for modifvine aen^c nr 

material which in the opinion of the Secretary of State^would 
produce organisms which should for the purposes of hirPart 
be treated as having been genetically modified 

thrr°ista^ ‘han, or no more- 

(including selectivrbrLiSr^^^^^^^^^^^ Sl4^r[:r 

whet^i rhimTdfficalilnVo^^ (5) above 

a prescribed techifioue are nmdn.^, i- ‘ ?“'*“= «ffe«ed by 

material or are induced bv indirect ‘hat genetic 

of viruses, micS nSd Tr ' (including in particular the use 

inducing ““‘ation 

“reploduct*'^,^ir;elariM^^^ Sdes a\er^"'"“ 

replication or its transferring genetic LteSl. ‘° 



th/s^a^'^ following provisions have effect for the 



Meaning of 
“damage to the 
environment”, 

“control” and 
related expressions (^) The ‘“environment 
in Part VI. media. 



interpretation of 
consists of land, air and water or any of those 
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( ) Dama^ to the environment” is caused by the presence in the 
environment of genetically modified organisms which have (or of a single 
such organism which has) escaped or been released from a person’s 

supported by the environment. 

I 

organism shall be regarded as present in the environment 
notwithstanding that it is present in or on any human or other organism 
or any other thing, which is itself present in the environment. 

modified organisms present in the environment are 
capable of causing harm if— 

(a) they are individually capable, or are present in numbers such that 

together they are capable, of causing harm; or 

(b) they are able to produce descendants which will be capable, or 

which will be present in numbers such that together they will be 
capable, of causing harm; 

and a single organism is capable of causing harm either if it is itself 

capable of causing harm or if it is able to produce descendants which will 
be so capable. 



(6) Harm means harm to the health of humans or other living 
organisms or other interference with the ecological systems of which they 

orm part and, in the case of man, includes offence caused to any of his 
senses or harm to his property. ^ 



“hamless” mean respectively, in relation to 
genetically modified organisms, their being capable or their being 
incapable of causing harm, ^ 



(8) The Secretary of State may by regulations provide, in relation to 

genetically modified organisms of any description specified in the 
regulations, that— ^ 

(a) the capacity of those organisms for causing harm of any 
description so specified, or 

(b) harm of any description so specified, 

shall be disregarded for such purposes of this Part as may be so specified. 

(9) Organisms of any description are under the “control” of a person 
where he keeps them contained by any system of physical, chemical or 
biological barriers (or combination of such barriers) used for either or 
both of the following purposes, namely — 

(a) for ensuring that the organisms do not enter the environment or 

produce descendants which are not so contained; or 

(b) for ensuring that any of the organisms which do enter the 
environment, or any descendants of the organisms which are 
not so contained, are harmless. 

(10) An organism under a person’s control is “released” if he 
deliberately causes or permits it to cease to be under his control or the 
control of pny other person and to enter the environment; and such an 
organism escapes if, otherwise than by being released, it ceases to be 
under his control or that of any other person and enters the environment. 

(11) Genetically modified organisms of any description are “marketed” 
when products consisting of or including such organisms are placed on 
the market. 
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requirements. 



General controls 

108. — (1) Subject to subsections (2) and (7) below, no person shall 
import or acquire, release or market any genetically modified organisms 
unless, before doing that act — 

(a) he has carried out an assessment of any risks there are (by 
reference to the nature of the organisms and the manner in 
which he intends to keep them after their importation or 
acquisition or, as the case may be, to release or market them) of 
damage to the environment being caused as a result of doing 
that act; and 

(b) in such cases and circumstances as may be prescribed, he has 

given the Secretary of State such notice of his intention of doing 
that act and such information as may be prescribed. 

(2) Subsection (1) above does not apply to a person proposing to do an 
act mentioned in that subsection who is required under section 1 1 l(l)(a) 
below to have a consent before doing that act. 

(3) Subject to subsections (4) and (7) below, a person who is keeping 
genetically modified organisms shall, in such cases or circumstances and 
at such times or intervals as may be prescribed — 

(a) carry out an assessment of any risks there are of damage to the 

environment being caused as a result of his continuing to keep 
them; 

(b) give the Secretary of State notice of the fact that he is keeping the 

organisms and such information as may be prescribed. 



(4) Subsection (3) above does not apply to a person who is keeping 
genetically modified organisms and is required under section 111(2) 
below to have a consent authorising him to continue to keep the 
organisms. 



(5) It shall be the duty of a person who carries out an assessment under 
subsection (l)(a) or (3)(a) above to keep, for the prescribed period, such 
a record of the assessment as may be prescribed. 

(6) A person required by subsection (l)(b) or (3)(b) above to give notice 
to the Secretary of State shall give the Secretary of State such further 
information as the Secretary of State may by notice in writing require. 

(7) Reflations under this section may provide for exemptions, or for 
the granting by the Secretary of State of exemptions to particular persons 
or classes of person, from the requirements of subsection (1) or (3) above 
m such cases or circumstances, and to such extent, as may be prescribed. 

(8) The Secretary of State may at any time — 

(a) give directions to a person falling within subsection (1) above 
requiring that person to apply for a consent before doing the act 
m question; or 
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(b) give directions to a person falling within subsection (3) above 
requiring that person, before such date as may be specified in the 
direction, to apply for a consent authorising him to continue 
keeping the organisms in question; 

and a person given directions under paragraph (a) above shall then, and 
a person given directions under paragraph (b) above shall from the 
specified date, be subject to section 1 1 1 below in place of the requirements 
of this section. 

(9) Regulations under this section may — 

(a) prescribe the manner in which assessments under subsection (1) 

or (3) above are to be carried out and the matters which must be 
investigated and assessed; 

(b) prescribe minimum periods of notice between the giving of a 

notice under subsection (l)(b) above and the doing of the act in 
question; 

(c) make provision allowing the Secretary of State to shorten or to 

extend any such period; 

(d) prescribe maximum intervals at which assessments under 
subsection (3)(a) above must be carried out; 

and the regulations may make different provision for different cases and 
different circumstances. 

(10) In this section “prescribed” means prescribed by the Secretary of 
State in regulations under this section. 

109. — (1) A person who — 

(a) is proposing to import or acquire any genetically modified 

organisms, or 

(b) is keeping any such organisms, or 

(c) is proposing to release or market any such organisms, 

shall, subject to subsection (5) below, be subject to the duties specified in 
subsection (2), (3) or (4) below, as the case may be. 

(2) A person who proposes to import or acquire genetically modified 
organisms — 

(a) shall take all reasonable steps to identify, by reference to the 
nature of the organisms and the manner in which he intends to 
keep them (including any precautions to be taken against their 
escaping or causing damage to the environment), what risks 
there are of damage to the environment being caused as a result 
of their importation or acquisition; and 

(b) shall not import or acquire the organisms if it appears that, 
despite any precautions which can be taken, there is a risk of 
damage to the environment being caused as a result of their 
importation or acquisition. 

(3) A person who is keeping genetically modified organisms — 

(a) shall take all reasonable steps to keep himself informed of any 
damage to the environment which may have been caused as a 
result of his keeping the organisms and to identify what risks 
there are of damage to the environment being caused as a result 
of his continuing to keep them; 
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General duties 
relating to 
importation, 
acquisition, 
keeping, release or 
marketing of 
organisms. 
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(b) shall cease keeping the organisms if, despite any additional 
precautions which can be taken, it appears, at any time, that 
there is a risk of damage to the environment being caused as a 
result of his continuing to keep them; and 

(c) shall use the best available techniques not entailing excessive cost 

for keeping the organisms under his control and for preventing 
any damage to the environment being caused as a result of his 
continuing to keep the organisms; 

and where a person is required by paragraph (b) above to cease keeping 
the organisms he shall dispose of them as safely and as quickly as 

practicable and paragraph (c) above shall continue to apply until he has 
done so. 



(4) A person who proposes to release genetically modified 
organisms — 

(a) shall take all reasonable steps to keep himself informed, by 
reference to the nature of the organisms and the extent and 
manner of the release (including any precautions to be taken 
against their causing damage to the environment), what risks 
there are of damage to the environment being caused as a result 
of their being released; 

(b) shall not release the organisms if it appears that, despite the 
precautions which can be taken, there is a i^k of damage to the 
environment being caused as a result of their being released; and 

(c) subject to paragraph (b) above, shall use the best available 

techniques not entailing excessive cost for preventing any 
damage to the environment being caused as a result of their 
being released; 

and this subsection applies, with the necessary modifications, to a person 

proposing to market organisms as it applies to a person proposing to 
release organisms. ® 



(5) This section does not apply — 

(a) to persons proposing to import or acquire, to release or to 
market any genetically modified organisms, in cases or 
circumstances where, under section 108 above, they are not 
required to carry out a risk assessment before doing that act; 

^and^wh^^° keeping any genetically modified organisms 

(i) were not required under section 108 above to carry out 
a nsk assessment before importing or acquiring them; 

(ii) have not been required under that section to carry out 
a nsk assessment in respect of the keeping of those organisms 
since importing or acquiring them; or 

(c) to holders of consents, in the case of acts authorised by those 

Saretary of State may serve a notice under this section 
(a prohibition notice ) on any person he has reason to believe— 

(a) is proposing to import or acquire, release or market anv 
genetically modified organisms; or ^ 
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(b) is keeping any such organisms; 

if he is of the opinion that doing any such act in relation to those 
organisms or continuing to keep them, as the case may be, would involve 
a risk of causing damage to the environment. 

(2) prohibition notice may prohibit a person from doing an act 
mentioned in subsection (l)(a) above in relation to any genetically 
modified organisms or from continuing to keep them; and the prohibition 
may apply in all cases or circumstances or in such cases or circumstances 
as may be specified in the notice. 

(3) A prohibition notice shall — 

(a) state that the Secretary of State is, in relation to the person on 

whom it is served, of the opinion mentioned in subsection (1) 
above; 

(b) specify what is, or is to be, prohibited by the notice; and 

(c) if the prohibition is not to be effective on being served, specify the 

date on which the prohibition is to take effect; 

and a notice may be served on a person notwithstanding that he may have 
a consent authorising any act which is, or is to be, prohibited by the 
notice. 

(4) Where a person is prohibited by a prohibition notice from 
continuing to keep any genetically modified organisms, he shall dispose 
of them as quickly and safely as practicable or, if the notice so provides, 
as may be specified in the notice. 

(5) The Secretary of State may at any time withdraw a prohibition 
notice served on any person by notice given to that person. 



Consents 

111. — (1) Subject to subsection (7) below, no person shall import or 
acquire, release or market any genetically modified organisms — 

(a) in such cases or circumstances as may be prescribed in relation to 

that act, or 

(b) in any case where he has been given directions under section 

108(8)(a) above, 

except in pursuance of a consent granted by the Secretary of State and in 
accordance with any limitations and conditions to which the consent is 
subject. 

(2) Subject to subsection (7) below, no person who has imported or 
acquired any genetically modified organisms (whether under a consent or 
not) shall continue to keep the organisms — 

(a) in such cases or circumstances as may be prescribed, after the end 

of the prescribed period, or 

(b) if he has been given directions under section 108(8)(b) above, 
after the date specified in the directions, 

except in pursuance of a consent granted by the Secretary of State and in 
accordance with any limitations or conditions to which the consent is 
subject. 

E 
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Part VI (3) A person who is required under subsection (2) above to cease 
keeping any genetically modified organisms shall dispose of them as 
quickly arid safely as practicable. 

(4) An application for a consent must contain such information and be 
made and advertised in such manner as may be prescribed and shall be 
accompanied by the fee required imder section 113 below. 

(5) The applicant shall, in prescribed circumstances, give such notice of 
his application to such persons as may be prescribed. 

(6) *^e Secretary of State may by notice to the applicant require him 
to furnish such further information specified in the notice, within such 
period as may be so specified, as he may require for the purpose of 
determining the application; and if the applicant fails to furnish the 
information within the specified period the Secretary of State may refuse 
to proceed with the application. 

(7) Regulations under this section may provide for exemptions, or for 
the granting by the Secretary of State of exemptions to particular persons 
or classes of person, from — 

(a) any requirement under subsection (1) or (2) above to have a 
consent, or 

(b) any of the requirements to be fulfilled under the regulations by 
an applicant for a consent, 

in such cases or circumstances as may be prescribed. 

(8) Where an application for a consent is duly made to him, the 
Secret^ of State may grant the consent subject to such limitations and 
conditions as may be imposed under section 112 below or he may refuse 
the application. 

(9) The conditions attached to a consent may include conditions which 
are to continue to have effect notwithstanding that the holder has 
completed or ceased the act or acts authorised by the consent. 

(10) The Secretary of State may at any time, by notice given to the 
holder of a consent, revoke the consent or vary the consent (whether by 
attaching new limitations and conditions or by revoking or varying any 
limitations and conditions to which it is at that time subject). 

(11) Regulations under this section may make different provision for 
different cases and different circumstances; and in this section 
“prescribed” means prescribed in regulations under this section. 



Consents: 
limitations and 
conditions. 

1974 c. 37. 

S.1. 1978/1039 
(N.I. 9.). 



112.— {1) The Secretary of State may include in a consent such 
limitations and conditions as he may think fit; but no limitations or 
conditions shall be imposed for the purpose only of securing the health of 
l^rsons at work (within the meaning of Part I of the Health and Safety at 
Work etc. Act 1974 or, in relation to Northern Ireland, Part II of the 
Health and Safety at Work (Northern Ireland) Order 1978). 

(2) Without prejudice to the generality of subsection (1) above the 
conditions included in a consent may — ’ 

(a) require the giving of notice of any fact to the Secretary of State* 
or ’ 
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(b) prohibit or restrict the keeping, releasing or marketing of 
genetically modified organisms under the consent in specified 
cases or circumstances; 

and where, under any condition, the holder of a consent is required to 
cease keeping any genetically modified organisms, he shall dispose of 
them, if no manner is specified in the conditions, as quickly and safely as 
practicable. 

(3) Subject to subsection (6) below, there is implied in every consent for 
the importation or acquisition of genetically modified organisms a 
general condition that the holder of the consent shall — 

(a) take all reasonable steps to keep himself informed (by reference 

to the nature of the organisms and the manner in which he 
intends to keep them after their importation or acquisition) of 
any risks there are of damage to the environment being caused 
as a result of their importation or acquisition; and 

(b) if at any time it appears that any such risks are more serious than 

were apparent when the consent was granted, notify the 
Secretary of State forthwith. 

(4) Subject to subsection (6) below, there is implied in every consent for 
keeping genetically modified organisms a general condition that the 
holder of the consent shall — 

(a) take all reasonable steps to keep himself informed of any damage 

to the environment which may have been caused as a result of 
his keeping the organisms and of any risks there are of such 
damage being caused as a result of his continuing to keep them; 

(b) if at any time it appears that any such risks are more serious than 

were apparent when the consent was granted, notify the 
Secretary of State forthwith; and 

(c) use the best available techniques not entailing excessive cost for 

keeping the organisms under his control and for preventing any 
damage to the environment being caused as a result of his 
continuing to keep them. 

(5) Subject to subsection (6) below, there is implied in every consent for 
releasing or marketing genetically modified organisms a general 
condition that the holder oFthe consent shall — 

(a) take all reasonable steps to keep himself informed (by reference 

to the nature of the organisms and the extent and manner of the 
release or marketing) of any risks there are of damage to the 
environment being caused as a result of their being released or, 
as the case may be, marketed; 

(b) if any time it appears that any such risks are more serious than 

were apparent when the consent was granted, notify the 
Secretary of State forthwith; and 

(c) use the best available techniques not entailing excessive cost for 

preventing any damage to the environment being caused as a 
result of their being released or, as the case may be, marketed. 

(6) The general condition implied into a consent under subsection (3), 
(4) or (5) above has effect subject to any conditions imposed under 
subsection (1) above; and the obligations imposed by virtue of subsection 
(4)(c) or (5)(c) above shall not apply to any aspect of an act authorised by 
a consent which is regulated by such a condition. 
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(7) There shall be implied in every consent for keeping, releasing or 
marketing genetically modified organisms of any description a general 
condition that the holder of the consent— 

(a) shall take all reasonable steps to keep himself informed of 
developments in the techniques which may be available in his 
case for preventing damage to the environment being caused as 
a result of the doing of the act authorised by the consent in 
relation to organisms of that description; and 

(b) if it appears at any time that any better techniques are available 

to hm than is required by any condition included in the consent 
under subsection (1) above, shall notify the Secretary of State of 
that fact forthwith 

But this general condition shall have effect subject to any conditions 
imposed under subsection (1) above. 

113. — (1) The Secretary of State may, with the approval of the 
Treasury, make and from time to time revise a scheme prescribing — 

(a) fees payable in respect of applications for consents; and 

(b) charges payable by persons holding consents in respect of the 
subsistence of their consents; 

and it shall be a condition of any such consent that any applicable 
prescribed charge is paid in accordance with that sclfeme. 

(2) A scheme under this section may, in particular — 

(a) provide for different fees or charges to be payable in different 
cases or circumstances; 

(b) provide for the times at which and the manner in which 
payments are to be made; and 

(c) make such incidental, supplementary and transitional provision 

as appears to the Secretary of State to be appropriate. 

(3) The Secretary of State shall so frame a scheme under this section as 
to secure, so far as practicable, that the amounts payable under it will be 
sufladent, taking one financial year with another, to cover the expenditure 
of the Secretary of State in discharging his functions under this Part in 
relation to consents. 

(4) The Secretary of State shall, on making or revising a scheme under 
this section, lay a copy of the scheme or of the scheme as revised before 
each House of Parliament. 



Inspectors 

114— (1) pie Secretary of State may appoint as inspectors, for 
^trying this Part into effect, such number of persons appearing to him to 
be qualified for the purpose as he may consider necessary. 

(2) The Secretary of State may make to or in respect of any person so 
appointed such payments by way of remuneration, allowances or 
otherwise as he may with the approval of the Treasury determine. 

(3) An inspector shall not be personally hable in any civil or criminal 
pro^dings for ^ything done in the purported exercise of any power 
under section 115 or 117 below if the court is satisfied that the act was 
done m good faith and that there were reasonable grounds for doing it. 
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(4) In England and Wales an inspector, if authorised to do so by the Part VI 
Secretary of State, may, although not of counsel or a solicitor, prosecute 

before a magistrates’ court proceedings for an offence under section 
118(1) below. 

(5) In this Part “inspector” means, subject to section 125 below, a 
person appointed as an inspector under subsection (1) above. 

115. — (1) An inspector may, on production (if so required) of his Rights of entry 
authority, exercise any of the powers specified in subsection (3) below for and inspection, 
the purposes of the discharge of the functions of the Secretary of State 
under this Part. 

(2) Those powers are exercisable — 

(a) in relation to premises — 

(i) on which the inspector has reason to believe a person is 
keeping or has kept any genetically modified organisms, or 

(ii) from which he has reason to believe any such 
organisms have been released or have escaped; and 

(b) in relation to premises on which the inspector has reason to 
believe there may be harmful genetically modified organisms or 
evidence of damage to the environment caused by genetically 
modified organisms; 

but they are not exercisable in relation to premises used wholly or mainly 
for domestic purposes. 

(3) The powers of an inspector are — 

(a) at any reasonable time (or, in a situation in which in his opinion 

there is an immediate risk of damage to the environment, at any 
time) — 

(i) to enter premises which he has reason to believe it is 
necessary for him to enter and to take with him any person 
duly authorised by the Secretary of State and, if the inspector 
has reasonable cause to apprehend any serious obstruction in 
the execution of his duty, a constable; and 

(ii) to take with him any equipment or materials required 
for any purpose for which the power of entry is being 
exercised; 

(b) to carry out such tests and inspections (and to make such 

recordings), as may in any circumstances be necessary; 

(c) to direct that any, or any part of, premises which he has power to 

enter, or anything in or on such premises, shall be left 
undisturbed (whether generally or in particular respects) for so 
long as is reasonably necessary for the purpose of any test or 
inspection; 

(d) to take samples of any organisms, articles or substances found in 

or on any premises which he has power to enter, and of the air, 
water or land in, on, or in the vicinity of, the premises; 

(e) in the case of anything found in or on any premises which he has 

power to enter, which appears to him to contain or to have 
contained genetically modified organisms which have caused or 
are likely to 'cause damage to the environment, to cause it to be 
dismantled or subjected to any process or test (but not so as to 
damage or destroy it unless this is necessary); 
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(f) in the case of anything mentioned in paragraph (e) above or 

anything found on premises which he has power to enter which 
appears to be a genetically modified organism or to consist of or 
include genetically modified organisms, to take possession of it 
and detain it for so long as is necessary for all or any of the 
following purposes, namely — 

(i) to examine it and do to it anything which he has power 
to do under that paragraph; 

(ii) to ensure that it is not tampered with before his 
examination of it is completed; and 

(iii) to ensure that it is available for use as evidence in any 
proceedings for an offence under section 1 18 below; 

(g) to require any person whom he has reasonable cause to believe to 
be able to give any information relevant to any test or inspection 
under this subsection to answer (in the absence of persons other 
than a person nominated to be present and any persons whom 
Ae inspector may allow to be present) such questions as the 
inspector thinks fit to ask and to sign a declaration of the truth 
of his answers; 

(h) to require the production of, or where the information is 
recorded in computerised form, the furnishing of extracts from, 
any records which are required to be kept under this Part or it is 
necessary for him to see for the purposes of any test or 
inspection under this subsection and to inspect, and take copies 
of, or of any entry in, the records; 

(i) to require any person to afford him such facilities and assistance 

with resp^t to any matters or things within that person’s 
control or in relation to which that person has responsibilities as 
are necessary to enable the inspector to exercise any of the 
powers conferred on him by this section; 

O’) any other power for the purpose mentioned in subsection (1) 
above which is conferred by regulations made by the Secretary 
of State. 



(4) The Secretory of State may by regulations make provision as to the 
pm^ure to be followed in connection with the taking of, and the dealing 
with, samples under subsection (3)(d) above. 

(5) Where an inspector proposes to exercise the power conferred by 
subs^tion (3)(e) above, he shall, if so requested by a person who at the 
time is pre^nt on and has responsibilities in relation to those premises 
^use anything which is to be done by virtue of that power to be done in 
the presence of that person. 

(6) Before ex^cising the power conferred by subsection (3)(e) above 
an inspector shall consult such persons as appear to him appropriate for 
&e purpose of ^rtaimng what dangers, if any, there may be in doing 
anything which he proposes to do under the power. 

conferred by subsection (3)(f) above an 
anj^ng found on any premises, he shall 
^ ^ responsible person or, if that is impracticable, 

^ particulars sufficient to 

be Ims sei^d and stotmg that he has taken possession of it 
under that power; and before taking possession under that power of 

(a) any thing that forms part of a batch of simijar things, or 
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(b) any substance, 

an inspector shall, if it is practical and safe for him to do so, take a sample 
of it and give to a responsible person at the premises a portion of the 
sample marked in a manner sufficient to identify it. 

(8) ' -No answer given by a person in pursuance of a requirement 
imposed under subsection (3)(g) above shall be admissible in evidence — 

(a) in any proceedings in England and Wales against that person; or 

(b) in any criminal proceedings in Scotland against that person. 

(9) The powers conferred by subsection (3)(a), (b), (c), (d), (e) and (h) 
above shall also be exercisable (subject to subsections (4), (5) and (6) 
above) by any person authorised for the purpose in writing by the 
Secretary of State. 

(10) Nothing in this section shall be taken to compel the production by 
any person of a document of which he would on grounds of legal 
professional privilege be entitled to withhold production on an order for 
discovery in an action in the High Court or, in relation to Scotland, on an 
order for the production of documents in an action in the Court of 
Session. 



Enforcement powers and offences 

116. — (1) For the purposes of the discharge of his functions under this 
Part, the Secretary of State may, by notice in writing served on any person 
who appears to him — 

(a) to be involved in the importation, acquisition, keeping, release or 

marketing of genetically modified organisms; or 

(b) to be about to become, or to have been, involved in any of those 

activities; 

require that person to furnish such relevant information available to him 
as is specified in the notice, in such form and within such period following 
service of the notice as is so specified. 

(2) For the purposes of this section “relevant information” means 
information concerning any aspects of the activities in question, including 
any damage to the environment which may be or have been caused 
thereby; and the discharge by the Secretary of State of an obligation of 
the United Kingdom under the Community Treaties or any international 
agreement concerning the protection of the environment from harm 
caused by genetically modified organisms shall be treated as a function of 
his under this Part. 

117. — (1) Where, in the case of anything found by him on any premises 
which he has power to enter, an inspector has reason to believe that it is a 
genetically modified organism or that it consists of or includes genetically 
modified organisms and that, in the circumstances in which he finds it, it 
is a cause of imminent danger of damage to the environment, he may seize 
it and cause it to be rendered harmless (whether by destruction, by 
bringing it under proper control or otherwise). 

(2) Before there is rendered harmless under this section — 

(a) any thing that forms part of a batch of similar things, or 
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(b) any substance, 

the inspector shall, if it is practicable and safe for him to do so, take a 
sample of it and give to a responsible person at the premises a portion of 
the sample marked in a manner sufficient to identify it. 

(3) As soon as may be after anything has been seized and rendered 
harmless under this section, the inspector shall prepare and sign a written 
report giving particulars of the circumstances in which it was seized and 
so dealt with by him, and shall — 

(a) give a signed copy of the report to a responsible person at the 
premises where it was found by him; and 

(b) unless that person is the owner of it, also serve a signed copy of 
the report on the owner; 

and if, where ppagraph (b) above applies, the inspector cannot after 
reastmable inquiry ascertmn the name or address of the owner, the copy 
may be served on him by giving it to the person to whom a copy was given 
under paragraph (a) above. ^ 



118. — (1) It is an offence for a person — 

(a) to do anything in contravention of section 108(1) above in 
relation to something which is, and which he knows or has 
reason to beheve is, a genetically modified organism; 

® above when keeping 

IS, a genetically modified organism; 

(c) to do anything in contravention of section 111(1) or ( 2 ) above in 

f which is, and which he knows or has 

reason to believe is, a genetically modified organism; 

(d) tofail to comply with any requirement of subsection (2) ('3¥a') 

which w relation to somethLg 

*0/(6) reasonable excuse, to comply with section 108(5) 

® imposed on him by a prohibition 

(g) without reasonable excuse, to fail to comply with anv 

reqmrement imposed under section 115 above; ^ 

(h) to prevent any other person from appearing before or from 

“ OTormy ^y “rtSe “f 
section 11 5(3) above, require an answer; 

“ j“pector in the exercise or 

(k) to fail, without reasonable excuse, to comnlv with 
requirement imposed by a notice und;r ^ti“n flLto^; ^ 
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(l) to make a statement which he knows to be false or misleading in 

a material particular, or recklessly to make a statement which is 
false or misleading in a material particular, where the statement 
is made — 

(i) in purported compliance with a requirement to furnish 
any information imposed by or under any provision of this 
Part; or 

(ii) for the purpose of obtaining the grant of a consent to 
himself or any other person or the variation of a consent; 

(m) intentionally to make a false entry in any record required to be 
kept under section 108 or 1 1 1 above; 

(n) with intent to deceive, to forge or use a document purporting to 
be issued under section 1 1 1 above or required for any purpose 
thereunder or to make or have in his possession a document so 
closely resembling any such document as to be likely to deceive; 

(o) falsely to pretend to be an inspector. 

(2) It shall be a defence for a person charged with an offence under 
paragraph (a), (b), (c), (d) or (0 of subsection (1) above to prove that he 
took all reasonable precautions and exercised all due diligence to avoid 
the commission of the offence. 

(3) A person guilty of an offence under paragraph (c) or (d) of 
subsection (1) above shall be liable — 

(a) on summary conviction, to a fine not exceeding £20,000 or to 

imprisonment for a term not exceeding six months, or to both; 

(b) on conviction on indictment, to a fine or to imprisonment for a 

term not exceeding five years, or to both. 

(4) A person guilty of an offence under paragraph (0 of subsection (1) 
above shall be liable — 

(a) on summary conviction, to a fine not exceeding £20,000 or to 

imprisonment for a term not exceeding six months, or to both; 

(b) on conviction on indictment, to a fine or to imprisonment for a 

term not exceeding two years, or to both. 

(5) A person guilty of an offence under paragraph (a) or (b) of 
subsection (1) above shall be liable — 

(a) on summary conviction, to a fine not exceeding the statute^ 

maximum or to imprisonment for a term not exceeding six 
months, or to both; 

(b) on conviction on indictment, to a fine or to imprisonment for a 
term not exceeding five years, or to both. 

(6) A person guilty of an offence under paragraph (e), G), (k), (1), (m) 
or (n) of subsection (1) above shall be liable — 

(a) on summary conviction, to a fine not exceeding the statutoty 
maximum or to imprisonment for a term not exceeding six 
months, or to both; 

(b) on conviction on indictment, to a fine or to imprisonment for a 
term not exceeding two years, or to both. 



Part VI 
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(7) A person guilty of an offence under paragraph (g), (h) or (i) of 
subsection (1) above shall be liable on summary conviction to a fine not 
exceeding the statutory maximum or to imprisonment for a term not 
exceeding three months, or to both. 

(8) A person guilty of an offence under paragraph (o) of subsection ( 1 ) 
above shall be liable on summary conviction to a fine not exceeding level 
5 on the standard scale. 

(9) Where a person is convicted of an offence under paragraph (b) of 
subsection (1) above in respect of his keeping any genetically modified 
organism, then, if the contravention in respect of which he was convicted 
is continued after he was convicted he shall be guilty of a further offence 
and liable on summary conviction to a fine of one-fifth of level 5 on the 
standard scale for each day on which the contravention is so continued. 

(10) Proceedings in respect of an offence under this section shall not be 
instituted in England and Wales except by the Secretary of State or with 
the consent of the Director of Public Prosecutions or in Northern Ireland 
except with the consent of the Director of Public Prosecutions for 
Northern Ireland. 



119. — (1) In any proceedings for either of the following offences, that 
is to say — 

(a) an offence under section 1 1 8(l)(c) above consisting in a failure to 
comply with the general condition implied by section 1 1 2(4)(c) 
or (5)(c) above; or 

(b) an offence under section 1 18(l)(d) above consisting in a failure 
to comply with section 109(3)(c) or (4)(c) above; 

it shall be for the accused to prove that there was no better available 
technique not entailing excessive cost than was in fact used to satisfy the 
condition or to comply with that section. 

(2) Where an entry is required by a condition in a consent to be made 
in any record as to the observance of any other condition and the entry 
has not been made, that fact shall be admissible as evidence that that other 
condition has not been observed. 



120.— (1) Where a person is convicted of an offence under section 
118(l)(a), (b), (c), (d), (e) or (f) above in respect of any matters which 
appear to the court to be matters which it is in his power to remedy, the 
court may, in addition to or instead of imposing any punishment, order 
him, within such time as may be fixed by the order, to take such steps as 
may be specified in the order for remedying those matters. 

(2) The time fixed by an order under subsection (1) above may be 
extended or further extended by order of the court on an application 
made before the end of the time as originally fixed or as extended under 
this subsection, as the case may be. 

(3) Where a person is ordered under subsection (1) above to remedy any 
matters, that person shall not be liable under section 1 18 above in respect 
of those matters, in so far as they continue during the time fixed by the 
order or any further time allowed under subsection (2) above. 
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121. (1) Where the commission of an offence under section 1 18(l)(a), 

(b), (c), (d), (e) or (f) above causes any harm which it is possible to remedy, 
the Secretary of State may, subject to subsection (2) below— 

(a) arrange for any reasonable steps to be taken towards remedying 

the harm; and 

(b) recover the cost of taking those steps from any person convicted 

of that offence. 

(2) The Secretary of State shall not exercise his powers 
section, where any of the steps are to be taken on or will affect la^ in the 
occupation of any person other than a person convicted of the offence m 
question, except with the permission of that person. 



Part VI 
Power of 
Secretary of State 
to remedy harm. 



Publicity 

122— (1) The Secretary of State shall maintain a register (“the ^blic repster of 
register”) containing prescribed particulars of or relating to— mformation. 

(a) notices given or other information furnished under section 108 

above; 

(b) directions given under section 108(8) above; 

(c) prohibition notices; 

(d) applications for consents (and any further information 
furnished in connection with them) and any advice given by the 
committee appointed under section 124 below m relation to 

such applications; 

(e) consents granted by the Secretary of State and any information 

furnished to him in pursuance of consent conditions; 

(f) any other information obtained or furnished under any provision 

of this Part; 

(g) convictions for such offences under section 118 above as may be 

prescribed; 

(h) such other matters relating to this Part as may be prescribed; 
but that duty is subject to section 123 below. 

(2) It shall be the duty of the Secretary of State— 

(a) to secure that the register is open to inspection by members of the 

public free of charge at all reasonable hours; and 

(b) to afford to members of the public facilities for obtaining copies 

of entries, on payment of reasonable charges. 

(3) The register may be kept in any form. 

(4) The Secretary of State may make regulations with respect lo the 
keeping of the regirter; and in this section “prescnbed means prescnbed 
in regulations made by the Secretary of State. 



123 .-^!) No information shall be 

122 above if and so long as, in the opinion of th nf national information, 

inclusion of the information would be contrary to the interests of nationa 

security. 

(2) No information shall be included in the register 'f and so long as in 
the opinion of the Secretary of State, it ought to excluded on the 
grouifd that its inclusion might result m damage to the environment. 
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shall be included in the register without the consent of that individual or 
the person for the time being carrying on that business, if the Secretary of 
State has determined that the information — 

(a) is, in relation to him, commercially confidential; and 

(b) is not information of a description to which subsection (7) below 
applies; 

unless the Secretary of State is of the opinion that the information is no 
longer commercially confidential in relation to him. 

(4) Nothing in subsection (3) above requires the Secretary of State to 
determine whether any information is or is not commercially confidential 
except where the person furnishing the information applies to have it 
excluded on the ground that it is (in relation to himself or another person) 
commercially confidential. 

(5) Where an application has been made for information to be 
excluded under subsection (3) above, the Secretary of State shall make a 
determination and inform the applicant of it as soon as is practicable. 

(6) Where it appears to the Secretary of State that any information 
(other than information furnished by the person to whom it relates) which 
has been obtained under or by virtue of any provision of this Part might 
be commercially confidential, the Secretary of State shall — 

(a) give to the person to whom or to whose business it relates notice 
that the information is required to be included in the register 
unless excluded under subsection (3) above; and 

(b) give him a reasonable opportunity — 

(i) of objecting to the inclusion of the information on the 
ground that it is commercially confidential; and 

(ii) of making representations to the Secretary of State for 
the purpose of justifying any such objection; 

and the Secreta^ of State shall take any representations into account 
before determining whether the information is or is not commercially 
confidential. 

(7) The prescribed particulars of or relating to the matters mentioned 
in section 122(l)(a), (d) and (e) above shall be included in the register 
notwithstanding that they may be commercially confidential if and so far 
as they are of any of the following descriptions, namely — 

(a) the name and address of the person giving the notice or 
furnishing the information; 

(b) the description of any genetically modified organisms to which 
the notice or other information relates; 

(c) the location at any time of those organisms; 

(d) the purpose for which those organisms are being imported, 
acquired, kept, released or marketed (according to whichever of 
those acts the notice or other information relates); 

(e) results of any assessment of the risks of damage to the 
environment being caused by the doing of any of those acts; 
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(f) notices under section 112(3), (4), (5) or (7) above; 

and the Secretary of State may by regulations prescribe any other 
description of information as information which the public interest 
requires to be included in the register notwithstanding that it may be 
commercially confidential. 

(8) Information excluded from the register under subsection (3) above 
shall be treated as ceasing to be commercially confidential for the 
purposes of that subsection at the expiry of a period of four years 
beginning with the date of the determination by virtue of which it was 
excluded; but the person who furnished it or to whom or to whose 
business it relates may apply to the Secretary of State for the information 
to remain excluded on the ground that it is still commercially confidential. 

(9) The Secretary of State may by order substitute for the period for 
the time being specified in subsection (8) above such other period as he 
considers appropriate. 



Supplementary 

124. — (1) The Secretary of State shall appoint a committee to provide 
him with advice — 

(a) on the exercise of his powers under sections 111, 112 and 113 

above; 

(b) on the exercise of any power under this Part to make regulations; 

and on such other matters concerning his functions under this Part as he 
may from time to time direct. 

(2) The chairman and other members of the committee shall hold and 
vacate office in accordance with the terms of their appointment. . 

(3) The Secretary of State shall pay to the members of the coinmittee 
such remuneration (if any) and such allowances as he may, with the 
consent of the Treasury, determine. 



Advisory 
committee for 
purposes of 
Part VI. 



X25. (1) The Secretary of State may, by an agreement made with any Delegation of 

public authority, delegate to that authority or to any officer appointed by 
an authority exercising functions on behalf of that authority any of his 
enforcement functions under this Part, subject to such restrictions and 
conditions as may be specified in the agreement. 

(2) For the purposes of this section the following are “enforcement 
functions” of the Secretary of State, that is to say, his functions under- 

section 110; 

section 114(1) and (4); 

section 116; 

section 118(10); and 

section 121; 

and “inspector” in sections 115 and 117 includes, to the extent of the 
delegation, any inspector appointed by an authority other than the 
Secretary of State by virtue of an agreement under this section. 
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(3) The Secretary of State shall, if and so far as an agreement under this 
section so provides, make payments to the authority to reimburse the 
authority the expenses incurred in the performance of functions delegated 
under this section; but no such agreement shall be made without the 
approval of the Treasury. 

126. — (1) Subject to subsection (2) below, any reference in this Part to 
a function exercisable by the Secretary of State shall, in any case where 
the function is to be exercised in relation to a matter with which the 
Minister of Agriculture, Fisheries and Food is concerned, be exercisable 
by the Secretary of State and that Minister acting jointly. 

(2) The validity of anything purporting to be done in pursuance of the 
exercise of any such function shall not be affected by any question 
whether that thing fell, by virtue of this section, to be done by the 
Secretary of State and the Minister of Agriculture, Fisheries and Food. 

127. — (1) In this Part — 

“acquire”, in relation to genetically modified organisms, includes 
any method by which such organisms may come to be in a 
person’s possession, other than by their being imported; 

“consent” means a consent granted under section 1 1 1 above, and a 
reference to the limitations or conditions to which a consent is 
subject is a reference to the limitations or conditions subject to 
which the consent for the time being has effect; 

“descendant”, in relation to a genetically modified organism, means 
any other organism whose genes or other genetic material is 
derived, through any number of generations, from that 
organism by any process of reproduction; 

“import” means import into the United Kingdom; 

“premises” includes any land; 

“prohibition notice” means a notice under section 110 above. 

(2) This Part, except in so far as it relates to importations of genetically 
modified organisms, applies to the territorial sea adjacent to Great 
Britain, and to any area for the time being desi^ated under section 1(7) 
of the Continental Shelf Act 1964, as it applies in Great Britain. 
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I 



COUNCIL 



COUNCIL DIRECTIVE 
of 23 April 1990 

on the contained use of genetically modified micro-organisms 

(90/219/EEC) 



THE COUNCIL OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European 
j Economic Community, and in particular Article 130s 
I thereof, 

Having regard to the proposal from the Commission (*), 

Having regard to the opinion of the European 
I Parliament (^), 

Having regard to the opinion of the Economic and Social 
Committee (^), 

I 

Whereas, under the Treaty, action by the Community 
relating to the environment shall be based on the principle 
that preventive aaion shall be taken and shall have as its 
objective to preserve, protect and improve the environment 
and to protect human health; 

Whereas the Council Resolution of 19 Oaober 1987 (■’) 
concerning the Fourth Environmental Aaion Programme of 
the European Communities declares that measures 
concerning the evaluation and best use of biotechnology with 
j regard to the environment arc a priority area on which 
Community action should concentrate; 

Whereas the development of biotechnology is such as to 
contribute to the economic expansion of the Member States; 
whereas this implies that genetically modified 
micro-organisms will be used in operations of various types 
I and scale; 



* (’) OJ No C 198, 28. 7. 1988, p. 9 and 

OJNoC246,27. 9. 1989,p. 6. 

(M OJ No C 158, 26. 6. 1989, p. 122 and 
OJ NoC 96, 17. 4. 1990. 

(') OJ No C 23, 30. 1. 1989, p. 45. 

I (^) OJ No C328, 7, 12. 1987, p. 1. 



Whereas the contained use of genetically modified 
miao-organisms should be carried out in such way as to limit 
their possible negative consequences for human health and 
the environment, due attention being given to the prevention 
of accidents and the control of wastes; 



Whereas micro-organisms, if released in the environment in 
one Member State in the course of their contained use, may 
reproduce and spread, crossing national frontiers and 
thereby affecting other Member States; 



Whereas, in order to bring about the safe development of 
biotechnology throughout the Community, it is necessary xs> 
establish common measures for the evaluation and reduction 
of the potential risks arising in the course of all operations 
involving the contained use of genetically modified 
micro-organisms and to set appropriate conditions of use; 

Whereas the precise nature and scale of risks associated with 
genetically modified miao-organisms are not yet fully 
known and the risk involved must be assessed case by case; 
whereas, to evaluate risk for human health and the 
environment, it is necessary to lay down requirements for 
risk assessment; 



Whereas genetically modified micro-organisms should be 
classified in relation to the risks they present; whereas criteria 
should be provided for this purpose; whereas particular 
attention should be given to operations using the more 
hazardous genetically modified micro-organisms; 

Whereas appropriate containment measures should be 
applied at the various stages of an operation to control 
emissions and to prevent accidents; 



1 
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Group I: those satisfying the criteria of Annex II; 

Group II: those other than in Group I. 

2. For Type A operations, some ofthe criteria in Annex II 
may not be applicable in determining the classification of a 
particular genetically modified micro-organism. In such a 
case, the classification shall be provisional and the competent 
authority shall ensure that relevant criteria are used with the 
aim of obtaining equivalence as far as possible. 

3. Before this Directive is implemented, the Commission 
shall draw up guidelines for classification under the 
procedures of Article 21 . 



Article 5 

Articles 7 to 12 shall not apply to the transport of genetically 
modified micro-organisms by road, rail, inland waterway, 
sea or air. This Directive shall not apply to the storage, 
transpon, destruction or disposal of genetically modified 
micro-organisms which have been placed on the market 
under Community legislation, which includes a specific risk 
assessment similar to that provided in this Directive. 



Article 6 

1. Member States shall ensure that all appropriate 
measures are taken to avoid adverse effects on human health 
and the environment which might arise from the contained 
use of genetically modified micro-organisms. 

2. To this end, the user shall carry out a prior assessment 
ofthe contained uses as regards the risks to human health and 
the environment that they may incur. 

3. In making such an assessment the user shall, in 
panicular, take due account of the parameters set out in 
Annex 111, as far as they are relevant, for any genetically 
modified micro-organisms he is proposing to use. 

4 . A record of this assessment shall be kept by the user and 
made available in summary form to the competent authority 
as part of the notification under Anicles 8, 9 and 10 or upon 
request. 



Article 7 

I . For gcncnoilv modified micjivarganisms. m Group L 
pnnaples ot good microbiological praaicc, and the 
following principles of good occupational safety and 
hygiene, shall apply: 

(i) to keep workplace and environmental exposure to any 
physical, chemical or biological agent to the lowest 
practicable level; 



(ii) to exercise engineering control measures at source and 
to supplement these with appropriate personal 
protective clothing and equipment when necessary; 

(iii) to test adequately and maintain control measures and 
equipment; 

(iv) to test, when necessary, for the presence of viable 
process organisms outside the primary physical 
containment; 

(v) to provide training of personnel; 

(vi) to establish biological safety committees or 
subcommittees as required; 

(vii) to formulate and implement local codes of practice for 
the safety of personnel. 

2. In addition to these principles, the containment 
measures set out in Annex IV shall be applied, as 
appropriate, to contained uses of genetically modified 
micro-organisms in Group II so as to ensure a high level of 
safety. 

3. The containment measures applied shall be 
periodically reviewed by the user to take into account new 
scientific or technical knowledge relative to risk management 
and treatment and disposal of wastes. 



Article 8 

When a particular installation is to be used for the first time 
for operations involving the contained use of genetically 
modified micro-organisms, the user shall be required to 
submit to the competent authorities, before commencing 
such use, a notification containing at least the information 
listed in Annex V A. 

A separate notification shall be made for first use jof 
genetically modified micro-organisms in Group I and 
Group II respectively. 



Article 9 

'i. bi •gentticalfl) •mbcfi'heu 'tmcTo-orgamsmb 

classified in Group 1 in Type A operations shall be required 
lo keep reciuiU ol the wv.uk e.iriw;vi out wliwh >h4U he uusk 

lUjiiahU <A vK<.i.urmai^triJit.uuihamv. 

2. Users of genetically modified micro-organisms 
classified in Group I in TypeB operations shall, before 
commencing the contained use, be required to submit to the 
competent authorities a notification containing the 
information listed in Annex V B. 
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Article 10 



genetically modified micro-organisms 
classified in Group II in Type A operations shall, before 
commencing the contained use, be required to submit to the 
competent authorities a notification containing the 
information listed in Annex V C. 



^ genetically modified micro-organisms 

classified in Group II in Type B operations shall, before 
commencing the contained use, be required to submit to the 
competent authorities a notification containing: 

information on the genetically modified 
micro-organism(s), 

information on personnel and training, 

information on the installation, 

information on waste management, 

information on accident prevention and emergency 
response plans, 

— the assessment of the risks to human health and the 
environment referred to in Article 6, 

the details of which are listed in Annex V D. 



Article 11 



1. Member States shall designate the authority or 
authorities competent to implement the measures which they 
adopt in application of this Directive and to receive and 
acknowledge the notifications referred to in Article 8 
Article 9 (2) and Article 10. ’ 



2. The competent authorities shall examine the 
^nformity of the notifications with the requirements of this 
Uireaive, the accuracy and completeness of the information 
given, the correctness of the classification and, where 
appropriate, the adequacy of the waste management, safety, 
and emergency response measures. 



3. If necessary, the competent authority may: 

(a) ask the user to provide further information or to modify 
the conditions of the proposed contained use. In this 
case the proposed contained use cannot proceed until 
the conipetent authority has given its approval on the 
basis of the funher information obtained or of the 
modified conditions of the contained use; 

(b) limit the time for which the contained use should be 
permitted or subject it to certain specific conditions. 

4 . In the case of first-time use in an installation as referred 

to m Anicle 8: 



where such use involves genetically modified 

micro-organisms in Group I, the contained use may, in 
the absence of any indication to the contrary from the 
competent authority, proceed 90 days after submission of 
the notification, or earlier with the agreement of the 
competent authority; 

where such use involves genetically modified 

micro-organisms in Group II, the contained use may not 
proceed without the consent of the competent authority. 
The competent authority shall communicate its decision 
in writing at the latest 90 days after submission of the 
notification. 

5. (a) Operations notified under Article 9 (2) and 

Article 10 (1), may, in the absence of any indication 
to the contrary from the competent authority, 
proceed 60 days after submission of the notification, 
or earlier with the agreement of the competent 
authority. 

(b) Operations notified under Article 10 (2) may not 
proceed without the consent of the competent 
authority. The competent authority shall 

communicate its decision in writing at the latest 90 
days after submission of the notification. 

6. For the purpose of calculating the periods referred to in 
paragraphs 4 and 5, any periods of time during which the 
competent authority: 

— IS awaiting any further information which it may have 
requested from the notifier in accordance with 
paragraph 3 (a) or 

— is carrying out a public inquiry or consultation in 
accordance with Article 13 

shall not be taken into account. 



Article 12 

1 . If the user becomes aware of relevant new information 
or modifies the contained use in a way which could have 
Significant consequences for the risks posed by the contained 
use, or if the category of genetically modified 
micro-organisms used is changed, the competent authority 
shall be informed as soon as possible and the notification 
under Anicles 8, 9 and 10 modified. 

2. If information becomes available subsequently to the 
competent authority which could have significant 
consequences for the risks posed by the contained use, the 
competent authority may require the user to modify the 
conditions of, suspend or terminate the contained use. 



Article 13 

Where a Member State considers it appropriate, it may 
provide that groups or the public shall be consulted on any 
aspect of the proposed contained use. 
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Article 14 

The competent authorities shall ensure that, where 

necessary, before an operation commences: 

(a) an emergency plan is drawn up for the protection of 
human health and the environment outside the 
installation in the event of an accident and the 
emergency services are aware of the hazards and 
informed thereof in writing; 

(b) information on safety measures and on the correa 
behaviour to adopt in the case of an accident is supplied 
in an appropriate manner, and without their having to 
request it, to persons liable to be affeaed by the 
accident. The information shall be repeated and 
updated at appropriate intervals. It shall also be made 
publicly available. 

The Member States concerned shall at the same time 
make available to .other Member States concerned, as a 
basis for all necessary consultation within the 
framework of their bilateral relations, the same 
information as that which is disseminated to their 
nationals. 



Article IS 

1. Member States shall take the necessary measures to 
ensure that, in the event of an accident, the user shall be 
required immediately to inform the competent authority 
specified jn Article 11 and provide the following 
information: 

— the circumstances of the accident, 

— the identity and quantities of the genetically modified 
micro-organisms released, 

— any information necessary to assess the effeas of the 
accident on the health of the general population and the 
environment, 

— the emergency measures taken. 

2. Where information is given under paragraph 1 , the 
Member States shall be required to: 

— ensure that any emergency, medium and long-term 
measures necessary are taken, and immediately alert any 
Member State which could be affected by the accident; 

collea, where possible, the information necessary for a 

full analysis of the accident and, where appropriate, 
make recommendations to avoid similar accidents in the 
future and to limit the effects thereof. 



Article 16 

1. Member States shall be required to: 

(a) consult with other Member States liable to be affeaed in 
the event of an accident in the drawing up and 
implementation of emergency plans; 

(b) inform the Commission as soon as possible of any 
accident within the scope of this Direaive, giving details 



of the circumstances of the accident, the identity and 
quantities of the genetically modified micro-organisms 
released, the emergency response measures employed 
and their effeaiveness, and an analysis of the accident 
including recommendations to limit its effects and avoid 
similar accidents in the future. 

2. The Commission, in consultation with the Member 
States, shall establish a procedure for the exchange of 
information under paragraph 1 . It shall also set up and keep 
at the disposal of the Member States a register of accidents 
within the scope of this Direaive which have occurred, 
including an analysis of the causes of the accidents, 
experience gained and measures taken to avoid similar 
accidents in the future. 



Article 17 

Member States shall ensure that the competent authority 
organizes inspections and other control measures to ensure 
user compliance with this Directive. 



Article 18 

1. Member States shall send to the Commission, at the 
end of each year, a summary report on the contained uses 
notified under Article 10 (2) including the description, 
proposed uses and risks of the genetically modified 
micro-organisms. 

2. Every three years. Member States shall send the 
Commission a summary report on their experience with this 
Directive, the first time being on 1 September 1992. 

3. Every three years, the Commission shall publish a 
summary based on the repons referred to in paragraph 2, the 
first time being in 1993. 

4. The Commission may publish general statistical 
information on the implementation of this Directive and 
related matters, as long as it contains no information likely to 
cause harm to the competitive position of a user. 



Article 1 9 

1. The Commission and the competent authorities shall 
not divulge to third parties any confidential information 
notified or otherwise provided under this Directive and shall 
protect intellectual property rights relating to the data 
received. 

2. The notifier may indicate the information in the 
notifications submitted under this Directive, the disclosure of 
which might harm his competitive position, that should be 
treated as confidential. Verifiable justification must be given 
in such cases. 
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3. The competent authority shall decide, after 
consultation with the notifier, which information will be 
kept confidential and shall inform the notifier of its 
decision. 

4. In no case may the following information, when 
submitted according to Ankles 8, 9 or 10, be kept 
confidential: 

— description of the genetically modified micro-organisms, 
name and address of the notifier, purpose of the 
contained use, and location of use; 

— methods and plans for monitoring of the genetically 
modified micro-organisms and for emergency 
response; 

— the evaluation of foreseeable effects, in particular any 
pathogenic and/or ecologically disruptive effects. 

5. If, for whatever reasons, the notifier withdraws the 
notification, the competent authority must respect the 
confidentiality of the information supplied. 



Article 20 

Amendments necessary to adapt Annexes II to V to technical 
progress shall be decided in accordance with the procedure 
defined in Article 21. 



of decisions which the Council is required to adopt on a 
proposal from the Commission. The votes of the 
representatives of the Member States within the committee 
shall be weighted in the manner set out in that Article. The 
chairman shall not vote. 

3. (a) The Commission shall adopt the measures envisaged 
if they are in accordance with the opinion of the 
committee. 

(b) If the measures envisaged are not in accordance with 
the opinion of the committee, or if no opinion is 
delivered, the Commission shall, without delay, 
submit to the Council a proposal relating to the 
measures to be taken. The Council shall act by a 
qualified majority. 

If, on the expiry of a period of three months from the 
date of referral to the Council, the Council has not 
acted, the proposed measures shall be adopted by the 
Commission, save where the Council has decided 
against the said measures by a simple majority. 



Article 22 

Member States shall bring into force the laws, regulations 
and administrative provisions necessary to comply with this 
Directive not later than 23 October 1991. They shall 
forthwith inform the Commission thereof. 



Article 21 

1 ■ The Commission shall be assisted by a committee 
compi>sed of the representatives of the Member States and 
th-tUnl l'\ tlu- ul V tUttttUntoU 

2. The representative of the Commission shall submit to 
the committee a draft of the measures to be taken. The 
committee shall deliver its opinion on the draft within a time 
limit which the chairman may lay down according to the 
urgency of the matter. The opinion shall be delivered by the 
majoriiy laid dowm in Anide 148 (2) of the Treaty in the case 



Article 23 

This Directive is addressed to the Member States. 



Uuup at 1-uxcmbuuig, 23 April lyyu. 



For the Council 
The President 
A. BiYNOlDS 
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ANNEX I A 
PART 1 

Techniques of genetic modification referred to in Anide 2 (b) (i) are, inter alia: 

(i) recombinant DNA techniques using veCTor systems as previously covered by Recommendation 
82/472/EEC (>); 

(ii) techniques involving the dirca introduaion into a micro-organism of heritable material prepared outside the 
micro-organism induding micro-injeaion, macro-injection and micro-encapsulation; 

(iii) cell fusion or hybridization techniques where live cells with new combinations of heritable genetic material 
are formed through the fusion of two or more cells by means of methods that do not occur naturally. 



PART 2 

Techniques referred to in Artide 2 (b) (ii) which arc not considered to result in genetic modification, on condition 
that they do not involve the use of recombinant-DNA molecules or genetically modified organisms: 

(1) in vitro fertilization; 

(2) conjugation, transduaion, transformation or any other natural process; 

(3) polyploidy induction. 



ANNEX I B 



Techniques of genetic modification to be exduded from the Directive, on condition that they do not involve the use 

of genetically modified micro-organisms as recipient or parental organisms: 

(1) mutagenesis; 

(2) the construction and use of somatic animal hybridoma cells (e.g. for the production of monoclonal 
antibodies); 

(3) cell fusion (induding protoplast fusion) of cells from plants which can be produced by traditional breeding 
methods; 

(4) self-doning of non-pathogenic naturally occurring micro-organisms which fulfil the criteria of Group I for 
recipient micro-organisms. 



(') OJ No 213, 21. 7. 1982, p. 15. 
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ANNEX II 



CRITERIA FOR CLASSIFYING GENETICALLY MODIFIED MICRO-ORGANISMS IN GROUP I 

A. Recipient or parental organism 

— non-pathogenic; 

— no adventitious agents; 

— proven and extended history of safe use or built-in biological barriers, which, without interfering with 

optimal growth m the reactor or fermentor, confer limited survivability and replicability, without adverse 
consequences m the environment. 



B. Vector/Insert 

well characterized and free from known harmful sequences; 

— limited m size as mucli as possible to the genetic sequences required to perform the intended functioni 

~ imeilLTomToT « = requirement of 

— should be poorly mobilizable; 

— should not transfer any resistance markers to micro-organisms not known to acquire them naturally (if 

such acquisition could compromise use of drug to control disease agents). ^ 



C. Genetically modified micro-organisms 
— non-pathogenic; 

~ renli!!hn[!!r' or fermentor as recipient or parental organism, but with limited survivability and/or 

replicability without adverse consequences in the environment. 



fbtvc ^odUied micro-organisms that could be included in Grouiv I if they meet the conditions i 



in C 



""'7'’' 7°" “ (including its indigenous plasmids and 

«dudtarvfm«s); ® tnitochondria, plasmids, but 
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ANNEX III 

SAFETY ASSESSMENT PARAMETERS TO BE TAKEN INTO ACCOUNT. AS FAR AS THEY ARE 

RELEVANT. IN ACCORDANCE WITH ARTICLE 6 (3) 

A. Characteristics of the donor, recipient or (where appropriate) parental organism(s) 

B. Characteristics of the modihed micro-organism 

C. Health considerations 

D. Environmental consideradons 

A. Characteristics of the donor, recipient or (where appropriate) parental organism(s) 

— names and designation; 

— degree of relatedness; 

— sources of the organism(s); 

— information on reproductive cycles (sexual/ asexual) of the parental organism(s) or, where applicable, of 
the recipient micro-organism; 

— history of prior genetic manipulations; 

— stability of parental or of recipient organism in terms of relevant genetic traits; 

— nature of pathogenicity and virulence, infeaivity, toxicity and vectors of disease transmission; 

— nature of indigenous vectors: 
sequence, 

frequency of mobilization, 
specificity, 

presence of genes which confer resistance; 

— host range; 

— other potentially significant physiological traits; 

— stability of these traits; 

— natural habitat and geographic distribution. Climatic characteristics of original habitats; 

— significant involvement in environmental processes (such as nitrogen fixation or pH regulation); 

— interaaion with, and effects on, other organisms in the environment (including likely competitive or 
symbiotic propenies); 

— * ability to form survival structures (such as spores or scleroria). 

B. Characteristics of the modified micro-organism 

— the description of the modification including the method for introducing the vector-insert into the recipient 
organism or the method used for achieving the genetic modification involved; 

■ the function of the genetic manipulation and/or of the new nucleic acid; 

— nature and source of the veaor; 

— struaure and amount of any vector and/or donor nucleic acid remaining in the final construction of the 
modified micro-organism; 

— stability of the micro-organism in terms of genetic traits; 

— frequency of mobilization of inserted vector and/or genetic transfer capability; 

— rate and level of expression of the new genetic material. Method and sensitivity of measurement; 

— activity of the expressed protein. 
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C. Health considerations 

— toxic or allergenic effects of non-viable organisms and/or their metabolic products; 

— produCT hazards; 

comparison of the modified micro-organism to the donor, recipient or (where appropriate) parental 
organism regarding pathogenicity; 

— capacity for colonization; 

if the micro-orgamsm is pathogenic to humans who are immunocompetent; 

(a) diseases caused and mechanism of pathogenicity including invasivcness and virulence; 

(b) communicability; 

(c) infective dose; 

(d) host range, possibility of alteration; 

(c) possibility of survival outside of human host; 

(f) presence of veaors or means of dissemination; 

(g) biological stability; 

(h) antibiotic-resistance patterns; 

(i) allergenicity; 

(j) availability of appropriate therapies. 



D. Environmental considerations 



~ enyff^ni^Sr”® dissemination of the modified micro-organism in the 

- available techniques for detection, identification and monitoring of the modified micro-organism; 

- avaUable techniques for detecting transfer of the new genetic material to other organisms; 

— known and prediaed habitats of the modified micro-organism; 

— descripnon of ecosystems to which the micro-organism could be accidentally disseminated; 

— antiapatcd mechanism and result of interaction between the modified micro-organism and the oreanisms 
or microKirgamsms which might be exposed in case of release into the environment; 

- known or predicted effects on plants and animals such as pathogenicity, infectivity. toxicity virulence 

vcaor of pathogen, allergenicity, colonization; r s /, y, loxiuty, virulence, 



known or predicted involvement in biogeochcmical processes; 

— availabUity of methods for decontamination of the area in case of release to the environment. 
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ANNEX IV 



CONTAINMENT MEASURES FOR MICRO-ORGANISMS IN GROUP II 



The containment measures for micro-organisms from Group II shall be chosen by the user from the categories 
below as appropriate to the micro-organism and the operation in question in order to ensure the protection of the 
public health of the general population and the environment. 



Type B operations shall be considered in terms of their unit operations. The charaaeristics of each operation will 
diaate the physical containment to be used at that stage. This will allow selection and design of process, plant and 
operating procedures best fitted to assure adequate and safe containment. Two important factors to be considered 
when selecting the equipment needed to implement the containment are the risk of, and the effects consequent on, 
equipment failure. Engineering practice may require increasingly stringent standards to reduce the risk of failure as 
the consequence of that failure becomes less tolerable. 



Speafic containment measures for Type A operations shall be established taking into account the containment 
categories below and bearing in mind the specific circumstances of such operations. 



Specifications 


Conuinment Categories 


1 


2 


3 


1. Viable micro-organisms should be 
contained in a system which physically 
separates the process from the environment 
(closed system) 


Yes 


Yes 


Yes 


2. Exhaust gases from the closed system 
should be treated so as to: 


Minimize release 


Prevent release 


Prevent release 


3. Sample collection, addition of materials to 
a closed system and transfer of viable 
micro-organisms to another closed system, 
should be performed so as to: 


Minimize release 


Prevent release 


Prevent release 


4. Bulk culture fluids should not be removed 
from the closed system unless the viable 
micro-organisms have been: 


inactivated by 
validated means 


Inaaivated by 
validated chemical 
or physical means 


inactivated by 
validated chemical 
or physical means 


5. Seals should be designed so as to: 


Minimize release 


Prevent release 


Prevent release 


6. Closed systems should be located within a 
controlled area 


Optional 


Optional 


Yes, and 
purpose-built 


(a) Biohazard signs should be posted 


Optional 


Yes 


Yes 


(b) Access should be restriacd to 
nominated personnel only 


Optional 


Yes 


Yes, via airlock 


(c) Personnel should wear protcCTivc 
clothing 


Yes, work clothing 


Yes 


A complete change 


(d) Decontamination and washing facilities 
should be provided for personnel 


Yes 


Yes 


Yes 


(e) Personnel should shower before leaving 
the controlled area 


No 


Optional 


Yes 


{ f) Effluent from sinks and showers should 
be collected and inaaivated before 
release 


No 


Optional 


Yes 
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Specifications 


Containment Categories 


1 


2 


3 


(g) The controlled area should be 
adequately ventilated to minimize air 
contamination 


Optional 


Optional 


Yes 


(h) The controlled areas should be 
maintained at an air pressure negative 
to atmosphere 


No 


Optional 


Yes 


(i) Input air and extract air to the 
controlled area should be HEPA 
filtered 


No 


Optional 


Yes 


(j) The controlled area should be designed 
to contain spillage of the entire contents 
of the closed system 


Optional 


Yes 


Yes 


(k) The controlled area should be scalable 
to permit fumigation 


No 


Optional 


Yes 


7. Effluent treatment before final discharge 


Inaaivated by 
validated means 


Inactivated by 
validated chemical 
or physical means 


Inactivated by 
validated chemical 
means 
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ANNEX V 
PART A 

Information required for the notification referred to in Article 8: 

— name of person(s) responsible for carrying out the contained use including those responsible for supervision, 
monitoring and safety and information on their training and qualifications; 

— address of installation and grid reference; description of the seaions of the installation; 

— a description of the nature of the work which will be undertaken and in particular the classification of the 
micro-organism(s) to be used (Group I or Group II) and the likely scale of the operation; 

— a summary of the risk assessment referred to m Article 6 (2). 

PART B 

Information required for the notification referred to in Anicle 9 (2): 

— the date of submission of the notification referred to in Anicle 8; 

— the parental micrO'Organism(s) used or, where applicable the host-vector system(s) used; 

— the source(s) and the intended function(s) of the genetic material(s) involved in the manipulation(s); 

— identity and characteristics of the genetically modified micro-organism; 

— the purpose of the contained use including the expeaed results; 

— the culture volumes to be used; 

— a summary of the risk assessment referred to in Anicle 6 (2). 



PART C 

Information required for the notification referred to in Anicle 10 (1); 

— the information required in Part B; 

— description of the seaions of the installation and the methods for handling the micro-organisms; 

— desaiption of the predominant meteorological conditions and of the potential sources of danger arising from 
the location of the installation; 

— description of the proteaive and supervisory measures to be applied throughout the duration of the contained 
use; 

— the containment category allocated specifying waste treatment provisions and the safety precautions to be 
adopted. 



PART D 

Information required for the notification referred to in Anicle 10 (2): 

If it is not technically possible , or if it does not appear necessary to give the information specified below , the reasons 
shall be stated. The level of detail required in response to each subset of considerations is likely to vary according to 
the nature and the scale of the proposed contained use. In the case of information already submitted to the 
competent authority under the requirements of this Directive, reference can be made to this information by the 
user: 

(a) the date of submission of the notification referred to in Anicle 8 and the name of the responsible 
pcrson(s); 

(b) information about the genetically modified miao-organism(s): 

— the identity and charaaeristics of the genetically modified micro-organism(s), 

— the purpose of the contained use or the nature of the produa, 

— the host-veaor system to be used (where applicable), 

— the culture volumes to be used. 
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— behaviour and charaaeristics of the micro-organism(s) in the case of changes in the conditions of 
containment or of release to the environment, 

— overview of the potential hazards associated with the release of the micro-organism(s) to the 
environment, 

— substances which are or may be produced in the course of the use of the micro-organism(s ) other than the 
intended product; 

(c) information about personnel: 

— the maximum number of persons working in the installation and the number of persons who work dircaly 
with the micro-organism(s); 

(d) information about the installation: 

— the activity in which the micro-organism{s) is to be used, 

— the technological processes used, 

— a description of the sections of the installation, 

— the predominant meteorological conditions, and specific hazards arising from the location of the 
installation; 

(c) information about waste management: 

types, quantities, and potential hazards of wastes arising from the use of the micro-organism(s), 

waste management techniques used, including recovery of liquid or solid wastes and inactivation 
methods, 

— ultimate form and destination of inactivated wastes; 

(f) information about accident prevention and emergency response plans: 

the sources of hazards and conditions under which accidents might occur, 

the preventive measures applied such as safety equipment, alarm systems, containment methods and 
procedures and available resources, 

— a description of information provided to workers, 

— the information necessary for the competent authority to enable them to draw up or establish the necessary 
emergency response plans for use outside the installation in accordance with Article 14; 

(g) a comprehensive assessment (referred to in Article 6 (2)) of the risks to human health and the environment 
which mighc arise from the proposed contained use; 

(h) all other information required under Parts B and C if it is not already specified above. 
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COUNCIL DIRECTIVE 
of 23 April 1990 

on the deliberate release into the environment of genetically modified organisms 

(90/220/EEC) 



THE COUNCIL OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European 
Economic Community, and in panicular Article 100a 
thereof, 

Having regard to the proposal from the Commission (*), 

In cooperation with the European Parliament (^), 

Having regard to the opinion of the Economic and Social 
Conuninee (^), 

Whereas, under the Treaty, aaion by the Community 
relating to the environment should be based on the principle 
that preventive action should be taken; 

Whereas living organisms, whether released into the 
environment in large or small amounts for experimental 
purposes or as commercial produas, may reproduce in the 
environment and cross national frontiers thereby affeaing 
other Member States; whereas the effects of such releases on 
the environment may be irreversible; 

Whereas the proteaion of human health and the 
environment requires that due attention be given to 
controlling risks from the deliberate release of genetically 
modified organisms (GMOs) into the environment; 

Whereas disparity between the rules which are in effect or in 
preparation in the Member States concerning the deliberate 
release into the environment of GMOs may create unequal 
conditions of competition or barriers to trade in produas 
containing such organisms, thus affecting the functioning of 
the common market; whereas it is therefore necessary to 
approximate the laws of the Member States in this 
respea; 

Whereas measures for the approximation of the provisions of 
the Member States which have as their objea the 
establishment and funaioning of the internal market should, 
inasmuch as they concern health, safety, environmental and 
consumer proteaion, be based on a high level of proteaion 
throughout the Community; 

Whereas- it is necessary to ensure the safe development of 
industrial produas utilizing GMOs; 



(') OJ No C 198, 28. 7. 1988, p. 19 and 
OJ No C 246, 27. 9. 1989, p. 5. 

{*) OJ No C 158, 26. 6. 1989, p. 225 and 
OJ No C96. 17. 4. 1990. 

(J) OJ No C23, 30. 1. 1989, p. 45. 



Whereas this Directive should not apply to organisms 
obtained through cenain techniques of genetic modification 
which have conventionally been used in a number of 
applications and have a long safety record; 

Whereas it is necessary to establish harmonized procedures 
and aiteria for the case-by-case evaluation of the potential 
risks arising from the deliberate release of GMOs into the 
environment; 

Whereas a case-by-casc environmental risk assessment 
should always be carried out prior to a release; 

Whereas the deliberate release of GMOs at the research stage 
is in most cases a necessary step in the development of new 
produas derived from, or containing, GMOs; 

Whereas the introduaion of GMOs into the environment 
should be carried out according to the ‘step by step’ principle; 
whereas this means that the containment of GMOs is reduced 
and the scale of release inaeased gradually, step by step, but 
only if evaluation of the earlier steps in terms of protection of 
human health and the environment indicates that the next 
step can be taken; 

Whereas no produa containing, or consisting of, GMOs and 
intended for deliberate release shall be considered for placing 
on the market without it first having been subjeacd to 
satisfaaory field testing at the research and development 
stage in ecosystems which could be affeaed by its use; 

Whereas it is necessary to establish a Community 
authorization procedure for the placing on the market of 
produas containing, or consisting of, GMOs where the 
intended use of the produa involves the deliberate release of 
the organism(s) into the environment; 

Whereas any person, before undenaking a deliberate release 
into the environment of a GMO , or the placing on the market 
of a produa containing, or consisting of, GMOs, where the 
intended use of that produa involves its deliberate release 
into the environment, shall submit a notification to the 
national competent authority; 

Whereas that notification should contain a technical dossier 
of information including a full environmental risk 
assessment, appropriate safety and emergency response, 
and, in the case of produas, precise instruaions and 
conditions for use, and proposed labelling and packaging; 
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Whereas, after notification, no deliberate release of GMOs 
should be carried out unless the consent of the competent 
authority has been obtained; 



— when placing on the market products containing, or 
consisting of, genetically modified organisms intended 
for subsequent deliberate release into the environment. 



Whereas the competent authority should give its consent only 
after it has been satisfied that the release will be safe for 
human health and the environment; 

Whereas it may be considered appropriate in certain cases to 
consult the public on the deliberate release of GMOs into the 
environment; 

Whereas it is ' appropriate for the Commission, in 
consultation with the Member States, to establish a 
procedure for the exdiange of information on deliberate 
releases of GMOs notified under this Directive; 

Whereas it is important to follow closely the development 
and use of GMOs; whereas a list should be published of all 
the products authorized under this Directive; 

Whereas, when a produa containing a GMO or a 
combmanon of GMOs is placed on the market, and where 
^ch a produCT has been properly authorized under this 
ireaive, a Member State may not on grounds relating to 
matter covered by this Directive, prohibit, restrict or impede 
the deliberate release of the organism in that produa on its 
terntory where the conditions set out in the consent are 
respeacd; whereas a safeguard procedure should be 

provided in case of risk to human health or the 
environment; 

Whereas the provisions of this Directive relating to placing 
on the market of products should not apply to products 
mntammg, or consisting of, GMOs covered by other 
Community legislation which provides for a specific 

environmental risk assessment similar to that laid down in 
this Dir^rfiv#^* 



a Committa should be sn up to assist the 
^mtssKM. on manets telating to the implementation of 
is Directive and to its adaptation to technical progress, 



has adopted -phis DIRECTIVE: 

PART A 

General provisions 



nfticie I 



h objcaive of this Directive is to approximate the 

Member^S^”°“ 7^ administrative provisions of the 

~ ddiberate release of genetically 

nKKbhed organisms into the environment, 



2. This Directive shall not apply to the carriage of 
genetically modified organisms by rail, road, inland 
waterway, sea or air. 



Article 2 



For the purposes of this Direaive: 

( 1 ) ‘organism’ is any biological entity capable of replication 
or of transferring genetic material; 

(2) ‘genetically modified organism (GMO)’ means an 
organism in which the genetic material has been altered 
in a way that does not occur naturally by mating and / or 
natural recombination. 



Within the terms of this definition: 

(i) genetic modification occurs at least through the use 
of the techniques listed in Annex I A Part 1; 

(ii) the techniques listed in Annex I A Pan 2 are not 
considered to result in genetic modification; 

(3) deliberate release’ means any intentional introduction 
mto^e environment of a GMO or a combination of 
GMOs without provisions for containment such as 
physical barriers or a combination of physical barriers 
together with chemical and/or biological barriers used 
to limit their contaa with the general population and the 
environment; 



- ui, or 

rontaming, a GMO or a combination of GMOs, which 
IS placed on the market; 

(5) placing on the market’ means supplying or making 

available to third panies; ^ 

(6) ‘notification’ means the presentation of documents 
containing the requisite information to the competent 
authority of a Member State. The person making the 
presentation shall be referred to as ‘the notifier’; 

(7) W mtans the deliberate release of a product which has 
been placed on the market. The persons carrying out 
this use will be referred to as ‘users’; 

(8) Wironmental risk assessment’ means the evaluation of 

inch’? “l "d *0 environment (which 

of connected with the release 

of GMOs or products containing GMOs. 



Article 3 



le i.‘ “ “'S^nisnts obtained through 
the techmques of geneoc modification listed in AnneTI 
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Article 4 

1. Member States shall ensure that all appropriate 
measures are taken to avoid adverse effects on human health 
and the environment which might arise from the deliberate 
release or placing on the market of GMOs. 

2. Member States shall designate the competent authority 
or authorities responsible for carrying out the requirements 
of this Directive and its Annexes. 

3. Member States shall ensure that the competent 
authority organizes inspections and other control measures 
as appropriate, to ensure compliance with this Directive. 



PART B 

Deliberate release of GMOs into the environment for 
research and development purposes or for any other purpose 
than for placing on the market 



Article 5 

Member States shall adopt the provisions necessary to ensure 
that: 

(1 ) any person, before undertaking a deliberate release of a 
GMO or a combination of GMOs for the purpose of 
research and development, or for any other purpose 
than for placing on the market, must submit a 
notification to the competent authority referred to in 
Article 4 (2) of the Member State within whose territory 
the release is to take place; 

(2) the notification shall include: 

(a) a technical dossier supplying the information 
specified in Annex II necessary for evaluating the 
foreseeable risks, whether immediate or delayed, 
which the GMO or combination of GMOs may 
pose to hdman health or the environment, together 
with the methods used and the bibliographic 
reference to them and covering, in particular: 

(i) general information including information on 
personnel and training, 

(ii) information relating to the GMO(s), 

(iii) information relating to the conditions of 
release and the receiving environment, 

(iv) information on the interactions between the 
GMO(s) and the environment, 

(v) information on monitoring, control, waste 
treatment and emergency response plans; 

(b ) a statement evaluating the imp acts and risks posed 
* by the GMO(s) to human health or the 
environment from the uses envisaged; 



(3) the competent authority may accept that releases 
of a combination of GMOs on the same site or of the 
same GMO on different sites for the same purpose and 
within a limited period may be notified in a single 
notification; 

(4) the notifier shall include in the notification information 
on data or results from releases of the same GMOs or the 
same combination of GMOs previously or currently 
notified and/or carried out by him either inside or 
outside the Community. 

The notifier may also refer to data or results from 
notifications previously submitted by other notifiers, 
provided that the latter have given their agreement in 
writing; 

(5) in the case of a subsequent release of the same GMO or 
combination of GMOs previously notified^s part of the 
same research programme, the notifier shall be required 
to submit a new notification. In this case, the notifier 
may refer to data from previous notifications or results 
from previous releases; 

(6) in the event of any modification of the deliberate rele; 
of GMOs or a combination of GMOs which could hi 
consequences with regard to the risks for human hea 
or the environment or if new information has beco 
available on such risks, either while the notification 
being examined by the competent authority or after th. 
authority has given its written consent, the notifier shal 
immediately: 

(a) revise the measures specified in the notification, 

(b) inform the competent authority in advance of any 
modification or as soon as the new information is 
available, 

(c) take the measures necessary to protect humar 
health and the environment. 



Article 6 

1. On receipt and after acknowledgment of the 
notification the competent authority shall: 

— examine it for compliance with this Directive, 

— evaluate the risks posed by the release, 

— record its conclusions in writirig, 
and, if necessary, 

— carry out tests or inspections as may be necessary for 
control purposes, 

2. The competent authority, having considered, where 
appropriate, any comments by other Member States made in 
accordance with Article 9, shall respond in writing to the 
notifier within 90 days of receipt of the notification by 
either: 
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(a) indicating that it is satisfied that the notification is in 
compliance with this Directive and that the release may 
proceed, or 

(b) indicating that the release does not fulfil the conditions 
of this Directive and the notification is therefore 
rejected. 

3. For the purpose of calculating the 90-day period 
referred to in paragraph 2, any periods of time during which 
the competent authority; 

— is awaiting further information which it may have 
requested from the notifier, 

or 

— is carrying out a public inquiry or consultation in 
accordance with Article 7 

shall not be taken into account. 

4. The notifier may proceed with the release only when he 
has received the written consent of the competent authority, 
and in conformity with any conditions required in this 
consent. 

5. If the competent authority considers that sufficient 
experience has been obtained of releases of certain GMOs, it 
may submit to the Commission a request for the application 
of simplified procedures for releases of such types of GMOs. 
The Commission shall, in accordance with the procedures 
laid down in Article 21, establish appropriate criteria and 
take a decision accordingly on each application. The criteria 
shall be based on safety to human health and the environment 
and on the evidence available on such safety. 

6. If information becomes available subsequently to the 
competent authority which could have significant 
consequences for the risks posed by the release, the 
competent authority may require the notifier to modify the 
conditions of, suspend or terminate the deliberate release. 



Article 7 

Where a Member State considers it appropriate, it may 
provide that groups or the public shall be consulted on any 
aspect of the proposed deliberate release. 



Article 8 

After completion of a release, the notifier shall send to the 
competent authority the result of the release in respect of any 
risk to human health or the environment, with particular 
reference to any kind of product that the notifier intends to 
notify at a later stage. 



Article 9 

1 . The Commission shall set up a system of exchange of 
the information contained in the notifications. The 
competent authorities shall send to the Commission, within 
30 days of its receipt, a summary of each notification 



received. The format of this summary will be established by 
the Commission in accordance with the procedure laid down 
in Article 21. 

2, The Commission shall immediately forward these 
summaries to the other Member States, which may, within 
30 days, ask for further information or present observations 
through the Commission or directly. 

3. The competent authorities shall inform the other 
Member States and the Commission of the final decisions 
taken in compliance with Article 6 (2). 



PART C 

Placing on the market of products containing GMOs 

Article 10 

1. Consent may only be given for the placing on the 
market of products containing, or consisting of, GMOs, 
provided that: 

— written consent has been given to a notification under 
Part B or if a risk analysis has been carried out based on 
the elements outlined in that Part; 

— the products comply with the relevant Community 
product legislation; 

— thfc products comply with the requirements of this Part of 
this Directive, concerning the environmental risk . 
assessment. 

2. Articles 11 to 18 shall not apply to any products 
covered by Community legislation which provides for a 
specific environmental risk assessment similar to that laid 
down in this Directive. 

3. Not later than 12 months after notification of this 
Directive, the Commission, in accordance with the 
procedure laid down in Article 21, shall establish a list of 
Community legislation covering the products referred to in 
paragraph 2. This list will be re-examined periodically and, 
as necessary, revised in accordance with the said 
procedure. 



Article 11 

1. Before a GMO or a combination of GMOs are placed 
on the market as or in a product, the manufacturer or the 
importer to the Community shall submit a notification to the 
competent authority of the Member State where such a 
product is to be placed on the market for the first time. This 
notification shall contain: 

the information required in Annex II, extended as 
necessary to take into account the diversity of sites of use 
of the product, including information on data and results 
obtained from research and developmental releases 
concerning the ecosystems which could be affected by the 
use of the product and an assessent of any risks for human 
health and the environment related to the GMOs or a 
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combination of GMOs contained in the product, 
including information obtained from the research and 
development stage on the impact of the release on human 
health and the environment; 

— the conditions for the placing on the market of the 
product, including specific conditions of use and 
handling and a proposal for labelling and packaging 
which should comprise at least the requirements laid 
down in Annex III. 

If on the basis of the results of any release notified under 
Part B of this Directive, or on substantive, reasoned scientific 
grounds, a notifier considers that the placing on the market 
and use of a product do not pose a risk to human health and 
the environment, he may propose not to comply with one or 
more of the requirements of Annex III B. 

2. The notifier shall include in this notification 
information on data or results from releases of the same 
GMOs or the same combination of GMOs previously or 
currently notified and/or carried out by the notifier either 
inside or outside the Community. 

3. The notifier may also refer to data or results from 
notifications previously submitted by other notifiers, 
provided that the latter have given their agreement in 
writing. 

4. Each new product which, containing or consisting of 
the same GMO or combination of GMOs, is intended for a 
different use, shall be notified separately. 

5 . The notifier may proceed with the release only when he 
has received the written consent of the competent authority 
in accordance with Article 13, and in conformity with any 
conditions, including reference to particular 
ecosystems/environments, required in that consent. 

6 . If new information has become available with regard to 
the risks of the product to human health or the environment, 
either before or aft§r the written consent, the notifier shall 
immediately: 

— revise the information and conditions specified in 
paragraph 1, 

— inform the competent authority, and 

— take the measures necessary to protea human health and 
the environment. 



Article 12 

1. On receipt and after acknowledgement of the 
notification referred to in Article 1 1 , the competent 



authority shall examine it for compliance with this Directive, 
giving particular attention to the environmental risk 
assessment and the recommended precautions related to the 
safe use of the product. 

2. At the latest 90 days after receipt of the notification, 
the competent authority shall either: 

(a) forward the dossier to the Commission with a 
favourable opinion, or 

(b) inform the notifier that the proposed release does not 
fulfil the conditions of this Directive and that it is 
therefore rejected. 

3. In the case referred to in paragraph 2 (a), the dossier 
forwarded to the Commission shall include a summary of the 
notification together with a statement of the conditions 
under which the competent authority proposes to consent to 
the placing on the market of the product. 

The format of this summary shall be established by the 
Commission in accordance with the procedure laid down in 
Anicle 21 . • 

In particular where the competent authority has acceded to 
the request of the notifier, under the terms of the last 
subparagraph of Article 11 (1), not to comply with some of 
the requirements of Annex III B, it shall at the same time 
inform the Commission thereof. 

4. If the competent authority receives additional 
information pursuant to Article 11 (6), it shall immediately 
inform the Commission and the other Member States. 

5. For the purpose of calculating the 90-day period 
referred to in paragraph 2, any periods of time during which 
the competent authority is awaiting further information 
which it may have requested from the notifier shall not be 
taken into account. 



Article 13 

1. On receipt of the dossier referred to in Article 12 (3), 
the Commission shall immediately forward it to the 
competent authorities of all Member States together with any 
other information it has collected pursuant to this Directive 
and advise the competent authority responsible for 
forwarding the document of the distribution date. 

2. The competent authority, in the absence of any 
indication to the contrary from another Member State within 
60 days following the distribution date referred to in 
paragraph 1, shall give its consent in writing to the 
notification so that the product can be placed on the market 
and shall inform the other Member States and the 
Commission thereof. 

3. In cases where the competent authority of another 
Member State raises an objection — for which the reasons 
must be stated — and should it not be possible for the 
competent authorities concerned to reach an agreement 
within the period specified in paragraph 2, the Commission 
shall take a decision in accordance with the procedure laid 
down in Article 21. 
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4. Where the Commission has taken a favourable 
decision, the competent authority that received the original 
notification shall give consent in writing to the notification so 
that the product may be placed on the market and shall 
inform the other Member States and the Commission 
thereof. 

5. Once a product has received a written consent, it may 
be used without further notification throughout the 
Community in so far as the specific conditions of use and the 
environments and/or geographical areas stipulated in these 
conditions are strialy adhered to. 

6. Member States shall take all necessary measures to 
ensure that users comply with the conditions of use specified 
in the written consent. 



Article 18 

1. Member States shall send to the Commission, at the 
end of each year, a brief factual report on the control of the 
use of all products placed on the market under this 
Directive. 

2. The Commission shall send to the European 
Parliament and the Council, every three years, a report on the 
control by the Member States of the products placed on the 
market under this Directive. 

3. When submitting this report for the first time, the 
Commission shall at the same time submit a specific report on 
the operation of this Part of this Directive including an 
assessment of all its implications. 



Article 14 

Member States shall take all necessary measures to ensure 
that produas containing, or consisting of, GMOs will be 
placed on the market only if their labelling and packaging is 
that specified in the written consent referred to in Articles 12 
and 13. 



PARTD 

Final provisions 



Article IS 

Member States may not, on grounds relating to the 
notification and written consent of a deliberate release under 
this Directive, prohibit, restrict or impede the placing on the 
market of produas containing, or consisting of, GMOs 
which comply with the requirements of this Direaive. 



Article 16 

1. Where a Member State has justifiable reasons to 
consider that a produa which has been properly notified and 
has received written consent under this Direaive constitutes 
a risk to human health or the environment, it may 
provisionally restria or prohibit the use and/or sale of that 
produa on its territory. It shall immediately inform the 
Commission and the other Member States of such aaion and 
give reasons for its decision. 

2. A decision shall be taken on the matter within three 
months in accordance with the procedure laid down in 
Article 21. 



Article 17 

The Commission shall publish in the Official Journal of the 
European Communities a list of all the produas receiving 
fmal written consent under this Direaive. For each produa, 

the GMO or GMOs contained therein and the use or uses 
shall be clearly specified. 



Article 19 

1. The Commission and the competent authorities shall 
not divulge to third parties any confidential information 
notified or exchanged under this Directive and shall protect 
intelleaual property rights relating to the data received. 

2. The notifier may indicate the information in the 
notification submitted under this Directive, the disclosure of 
which might harm his competitive position, that should 
therefore be treated as confidential. Verifiable justification 
must be given in such cases. 

3. The competent authority shall decide, after 
consultation with the notifier, which information will be 
kept confidential and shall inform the notifier of its 
decisions. 



4. In no case may the following information when 

submitted according to Articles 5 or 11 be kept 
confidential: ^ 

— description of the GMO or GMOs, name and address of 
the notifier, purpose of the release and location of 
release; 

— methods and plans for monitoring of the GMO or GMOs 
and for emergency response; 

— the evaluation of foreseeable effects, in particular any 
pathogenic and/or ecologically disruptive effects. 

5. If, for whatever reasons, the notifier withdraws the 
notification, the competent authorities and the Commission 
must respect the confidentiality of the information 
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Article 20 

According to the procedure laid down in Article 21 , the 
Commission shall adapt Annexes II and III to technical 
progress in particular by amending the notification 
requirements to take into account the potential hazard of the 
CMOS. 



Article 21 

The Commission shall be assisted by a committee composed 
of the representatives of the Member States and chaired by 
the representative of the Commission. 

The representative of the Commission shall submit to the 
committee a draft of the measures to be taken. The 
committee shall deliver its opinion on the draft within a time 
limit which the chairman may lay down according to the 
urgency of the matter. The opinion shall be delivered by the 
majority laid down in Article 148 (2) of the Treaty in the case 
of decisions which the Council is required to adopt on a 
proposal from the Commission. The votes of the 
representatives of the Member States within the committee 
shall be weighted in the manner set out in that Article. The 
chairman sha|l not vote. 

The Commission shall adopt the measures envisaged if they 
are in accordance with the opinion of the committee. 

If the measures envisaged are not in accordance with the 
opinion of the committee, or if no opinion is delivered, the 
Commission shall, without delay, submit to the Council a 
proposal relating to the measures to be taken. The Council 
shall act by a qualified majority. 

If, on the expiry of a period of three months from the date of 
referral to the Council, the Council has not acted, the 
proposed measures shall be adopted by the Commission. 



Article 22 

1. Member States and the Commission shall meet 
regularly and exchange information on the experience 
acquired with regard to the prevention of risks related to the 
release of GMOs into the environment. 

2. Every three years, Member States shall send the 
Commission a report on the measures taken to implement the 
provisions of this Directive, the first time being on 
1 September 1992. 

3. Every three years, the Commission shall publish a 
summary based on the reports referred to in paragraph 2, the 
first time being in 1993. 



Article 23 

1. Member States shall bring into force the laws, 
regulations and administrative provisions necessary to 
comply with this Directive before 23 October 1991. 

2. Member States shall immediately inform the 
Commission of all laws, regulations and administrative 
provisions adopted in implementation of this Directive. 



Article 24 

This Directive is addressed to the Member States. 



Done at Luxembourg, 23 April 1990. 

For the Council 
The President 
A. REYNOLDS 
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ANNEX I 



TECHNIQUES REFERRED TO IN ARTICLE 2 (2) 



PART 1 

Techniques of genetic modification referred to in Anicle 2 (2) (i) are inter alia: 

(1) recombinant DNA techniques using vector systems as previously covered by Council 
Recommendation 82/472/EEC {*); 

(2) techniques involving the direct introduction into an organism of heritable material prepared outside the 
organism including micro-injeaion, macro-injection and micro-encapsulation; 

(3) cell fusion (including protoplast fusion) or hybridization techniques where live cells with new combinations of 
heritable genetic material are formed through the fusion of two or more cells by means of methods that do not 
occur namrally. 



PART 2 



Technique referred to in Anicle 2 (2) (it) which are not considered to result in genetic modification, 
that they do not involve the use of recombinant DNA molecules or GMOs, are: 



on condition 



(1) in vitro fenilizaiion, 

(2) conjugation, transduction, transformation or any other natural process, 

(3) polyploidy induction. 



ANNEX I B 

TECHNIQUES REFERRED TO IN ARTICLE 3 



(1) mutagenesis, 

C2) cell fusion (including protoplast fusion) of plant cells where the resulting 
traditional breeding methods. ® 



organisms can also be produced by 



OjNOL2i3,2L 7. 19g2, p. is. 
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ANNEX II 

INFORMATION REQUIRED IN THE NOTIHCATION 



The notifications for a deliberate release referred to in Article 5 and for placing on the market referred to in 
Article 11 must provide the information set out below. 

Not all the points included will apply to every case. It is to be expected, therefore, that individual notifications will 
address only the particular subset of considerations that are appropriate to individual situations. In each case 
where it is not technically possible or it does not appear necessary to give the information, the reasons shall be 
stated. 

The level of detail required in response to each subset of considerations is also likely to vary according to the nature 
and the scale of the proposed release. 

The description of the methods used or the reference to standardized or internationally recognized methods shall 
also be mentioned in the dossier, together with the name of the body or bodies responsible for carrying out the 
studies. 



I. GENERAL INFORMATION 

A. Name and address of the notifier 

B. Information on personnel and trainbg 

(1 ) Name of person(s) responsible for planning and carrying out the release including those responsible 
for supervision, monitoring and safety, in particular, name and qualifications of the responsible 
scientist; 

(2) Information on training'and qualifications of personnel involyed in carrying out the release. 

II. INFORMATION RELATING TO THE GMO 

A. Characteristics of (a) the donor, (b) the recipient or (c) (where appropriate) parental organism(s): 

1. scientific name; 

2. taxonomy; 

3. other names (usual name, strain name, cultivar name, etc.); 

4. phenotypic and genetic markers; 

5. degree of relatedness between donor and recipient or between parental organisms; 

6. description of identification and detection techniques; 

7. sensitivity, reliability (in quantitative terms) and specificity of detection and identification 
techniques; 

8. description of the geographic distribution and of the natural habitat of the organism including 
information on natural predators, preys, parasites and competitors, symbionts and hosts; 

9. potential for genetic transfer and exchange with other organisms; 

10. verification of the genetic stability of the organisms and factors affecting it; 

11. pathological, ecological and physiological traits: 

(a) classification of hazard according to existing Community rules concerning the protection of 
human health and/or the environment; 

(b) generation time in natural ecosystems, sexual and asexual reproductive cycle; 

(c) information on survival, including seasonability and the ability to form survival structures e.g.; 
seeds, spores or sclerotia; 

(d) pathogenicity: infectivity, toxigenicity, virulence, allergenicity, carrier (vector) of pathogen, 
possible vectors, host range including non-target organism. Possible activation of latent viruses 
(proviruses). Ability to colonize other organisms; 
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(e) antibioric resistance, and potential use of these antibiotics in humans and domestic organisms 
for prophylaxis and therapy; 

(f) involvement in environmental processes: primary production, nutrient turnover, 
decomposidon of organic matter, respiration, etc. 

12. Nature of indigenous vectors: 

(a) sequence; 

(b) frequency of mobilization; 

(c} specificity; 

(d) presence of genes which confer resistance. 

13. History of previous genetic modifications. 



B. Charactcrisrics of the vector; 

1 - nature and source of the vector; 

■' "r" g="«ic segments used ,u construct the GMO 

no to make the introduced vector and insert function in the GMO; 

>■><) "'ethods of 

ton"™ “ “ '*>' DNA required to perform the intended 



c. Charaacristks of the modified organism: 

1. Information relating to the genetic modification: 

(a) methods used for the modification; 

»■<> she reeptent or to delete a 

(c) description of the insen and/or vector consiructioni 

r„redtq™ 

seLendi) mTue^^^'n X^lr^icular're^c: 

2. Information on the final GMO: 

charaList.csUttmay'‘^“xpr“XrnoT^^^^^^^^ 

(b) structure and amount of anv veernr a 

construction of the modified organism; ^ nucleic acid remaining in the final 

ic) stability of the organism in terms of genetic traits; 

".s-ial. Method and sensittv.tp of 

(e) activity of the expressed protein(s); 

and dLciion of Ae^S^n” including techniques for the identification 

,^'qtsi"“““''’ Of detection and identiftcation 

(hi history of previous releases or uses of the GMO; 

Ui health considerations: 

|iv| capacity for colonization; 

M if she organism is padrogenic ro humans who are immunocompetent 

vXce,““““ sncludtng invasiveness and 
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— communicability, 

— infective dose, 

— host range, possibility of alteration, 

— possibility of survival outside of human host, 

— presence of vectors or means of dissemination, 

— biological stability, 

— antibiotic-resistance patterns, 

— allergenicity, 

— availability of appropriate therapies. 



III. INFORMATION RELATING TO THE CONDITIONS OF RELEASE AND THE RECEIVING 
ENVIRONMENT 

A. Information on the release: 

1. description of the proposed deliberate release, including the purpose(s) and foreseen products^ 

2. foreseen dates of the release and time planning of the experiment including frequency and duration 
of releases; 

3. preparation of the site previous to the release; 

4. size of the site; 

S: method(s) to be used for the release; 

6. quantities of GMOs to be released; 

7. disturbance on the site (type and method' of cultivation, mining, irrigation, or other activities); 

8. worker protcaion ineasures taken during the release; 

9. post-release treatment of the site; 

10. techniques foreseen for elimination or inactivation of the GMOs at the end of the experiment; 

1 1 . information on, and results of, previous releases of the GMOs, especially at different scales and in 
different ecosystems. 

B. Information on the environment (both on the site and in the wider environment); 

1. geographical location and grid reference of thesite(s) (in case of notifications under Part C the site(s) 
of release will be the foreseen areas of use of the product); 

^2. physical or biological proximity to humans and other significant biota; 

3. proximity to significant biotopes or protected areas; 

4. size of local population; 

5. economic activities of local populations which are based on the natural resources of the area; 

6. distance to closest areas proteaed for drinking water and/ or environmental purpose; 

7. climatic characteristics of the region(s) likely to be affected; 

8. geographical, geological and pedological charaaeristics; 

9. flora and fauna, including crops, livestock and migratory species; 

10. description of target and non-target ecosystems likely to be affeaed; 

11. a comparison of the natural habitat of the recipient organism with the proposed site(s) of 
release; 

12. any known planned developments or changes in land use in the region which could influence the 
environmental impact of the release. 
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'''■ ™ interactions between the gmo. and the 

A. Characteristics affecting survival, multiplication and dissemination: 

1. biological features which affect survival, multiplication and dispersal; 

environmental conditions which may affect survival, multiplication and 
dissemination (wind, water, soil, temperature, pH, etc.); 

3. sensitivity to specific agents. 

B. Interactions with the environment: 

1. predicted habitat of the GMOs; 

characteristics of the GMOs and their ecological impact carried out in 
simulated natural environments, such as microcosms, growth rooms. greenhouLs; 

3. genetic transfer capability: 

(a) post-release transfer of genetie material from GMOs into organisms in affected ecosystems; 

(b) post-release transfer of genetic material from indigenous organisms to the GMOs; 

“■ modfEX^gi^trimf “<l/or undesirable traits 

pr“ er«3iLlmrif/"‘”' “‘‘‘’“"I'' Description of genetic traits which may 

prevent or minimize dispersal of genetic material. Methods to verify genetic stability; ^ 

" wicb .be -isseminattng agent, 

7. description of ecosystems to which the GMOs could be disseminated. 

C. Potential environmental impact: 

1. potential for excessive population increase in the environment; 

o7anlm7sh recipient or parental 



3. identification and description of the target organisms; 



GMOs and the targe. 

5. identification and description of non-target organisms which may be affected unwittingly; 

6. likelihood of post-release shifts in biological interactions or in host range; 

8. known or predicted involvement in biogcochcmical processes; 

9. other potentially significant interactions with the environment. 



V. 



INFORMATION ON MONITORING 
RESPONSE PLANS 



CONTROL, WASTE TREATMENT AND EMERGENCY 



A. Monitoring techniques: 



1 . 

2 . 

3. 

4. 



methods for tracing the GMOs, and for monitorihg their effects; 



specificity (to identify the GMOs, and to distinguish them from the donor recinienr u 
appropriate, the parental organisms), sensitivity and reliability of the monu;tm7t"^eT; " 



techniques for detecting transfer of the donated genetic material to other organisms; 
duration and frequency of the monitoring. 
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B. Control of the release: 

1 . methods and procedures to avoid and/ or minimize the spread of the GMOs beyond the site of release 
or the designated area for use; 

2. methods and procedures to protect the site from intrusion by unauthorized individuals; 

3. methods and procedures to prevent other organisms from entering the site. 

C. Waste treatment: 

1. type of waste generated; 

2. expected amount of waste; 

3. possible risks; 

4. description of treatment envisaged. 

D. Emergency response plans: 

1. methods and procedures for controlling the GMOs in case of unexpected spread; 

2. methods for decontamination of the areas affected, e.g. eradication of the GMOs; 

3. methods for disposal or sanitation of plants, animals, soils, etc. that were exposed during or after the 
spread; 

4. methods for the isolation of the area affected by the spread; 

5. plans for protecting human health and the environment in case of the occurrence of an undesirable 
effect. 



ANNEX III 

ADDITIONAL INFORMATION REQUIRED IN THE CASE OF NOTIFICATION FOR PLACING ON THE 

MARKET 

A. The following information shall be provided in the notification for placing on the market of products, in 
addition to that of Annex II: 

1 . name of the product and names of GMOs contained therein; 

2. name of the manufacturer or distributor and his address in the Community; 

3. specificity of the product, exact conditions of use including, when appropriate, the type of environment 
and/or the geographical area(s) of the Community for which the product is suited; 

4. type of expected use: industry, agriculture and skilled trades, consumer use by public at large. 

B. The following information shall be provided, when relevant, in addition to that of point A, in accordance with 
Article 1 1 of this Directive: 

1 . measures to take in case of unintended release or misuse; 

2. specific instructions or recommendations for storage and handling; 

3. estimated production in and/or imports to the Community; 

4. proposed packaging. This must be appropriate so as to avoid unintended release of the GMOs during 
storage, or at a later stage; 

5. proposed labelling. This must include, at least in summarized form, the information referred to in points 
A. 1, A. 2, A. 3, B. 1 and B. 2. 
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COMMISSION DECISION 
of 29 July 1991 

concerning the guidelines for classification referred to in Article 4 of Directive 

90/219/EEC 

(9 1/448/EEC) 



THE COMMISSION OF THE EUROPEAN COMMUNITIES. 

Having regard to the Treaty establishing the European 
Economic Community, 

Having regard to Council Directive 90/219/EEC of 23 
April 1990 on the contained use of genetically modified 
micro-organisms ('), and in particular Article 4 thereof. 

Whereas, for the purposes of this Directive, genetically 
modified micro-organisms need to be classified into 
Groups I and II using the criteria of Annex II and the 
Guidelines for classification referred to in Article 4 (3) ; 

Whereas the Commission is required to establish before 
the entry into force of Directive 90/219/EEC, these guide- 
lines for classification ; 

Whereas the provisions of this Decision have received the 
favourable opinion of the Committee of Member States 
representatives in accordance with the procedure laid 
down in Article 21 of Directive 90/219/EEC, 



HAS ADOPTED THIS DECISION : 

Article 1 

When a classification of genetically modified micro- 
organisms is made under Article 4 of Directive 
90/219/EEC, the annexed Guidelines for classification 
should be used to interpret Annex II of Directive 
90/219/EEC 

Article 2 

This Decision is addressed to the Member Sutes. 

Done at Brussels, 29 July 1991. 

For the Commission 
arlo RIPA DI MEANA 
Member of the Commission 



( ) OJ No L 117. 8. 5. 1990. p. 1. 
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ANNEX 



GUIDELINES FOR THE CLASSIFICATION OF GENETICALLY MODIFIED MICRO- 
ORGANISMS INTO GROUP I ACCORDING TO ARTICLE 4 (3) OF DIRECTIVE 

90/129/EEC 



For classification into Group I, the following guidelines should be used for further interpret Annex II 

of Directive 90/219/EEC: 

A. Characteristics of the recipient or parental organism(s) 

1 . Non -pa th ogen ic 

The recipient or parental organisms can be classified as non-pathogenic if they satisfy the 
conditions of one of the following paragraphs : 

(i) the recipient or parental strain should have an established record of safety in the labo- 
ratory and/or industry, with no adverse effects on human health and the environment ; 

(ii) the recipient or parental strain does not meet the conditions of paragraph (i) but it 
belongs to a species for which there is a long record of biological work including 
safety in the lab and/or industry, showing no adverse effects on human health and the 
environment ; 

(iii) if the recipient or parental organism is a strain which does not satisfy the conditions 
of paragraph (i) and belongs to a species for which there is no record of biological 
work including safe use in the laboratory and/or industry, appropriate testing (inclu- 
ding, if necessary, animals) must be carried out, in order to establish non-pathogenicity 
and safety in the environment ; 

(iv) if a non-virulent strain of an acknowledged pathogenic species is used, the strain 
should be as deficient as possible in genetic material chat determines virulence so as to 
ensure no reversion to pathogenicity. In the case of bacteria, special attention should 
be given to plasmid or phage-bome virulence determinants. 

2. No adventitious agents 

The recipient or parental strain/cell line should be free of known biological contaminating 
agents (symbionts, mycoplasma, viruses, viroids, etc.), which are potentially harmful. 

3. The recipient or parental strain/cell line should have proven and extended history of safe 
use or built-in biological barriers, which, without interfering with optimal growth in the 
reactor or fermentor, confer limited survivability and replicability, without adverse conse- 
quences in the environment (applicable only for type B operations). 

B. l. Characteristics of the vector 

1.1. The vector should be well characterized 

For this purpose the following characteristics should be taken into account. 

1.1.1. Information on composition and construction 

(a) The type of the vector should be defined (virus, plasmid, cosmid, phasmid. transposable 
element, minichromosome, etc.) ; 

(b) The following information on the constituent fragments of the vector should be avail- 
able : 

(i) the origin of each fragment (progenitor genetic element, strain of organism in 
which the progenitor genetic element naturally occurred) ; 

(ii) if some fragments are synthetic, their function should be known. 

(c) The methods used for construction should be known. 

I.IJL. Information on vector structure 

(a) The size of the vector should be known and expressed in basepairs or D. 

(b) The function and relative position of the following should be known ; 

(i) structural genes ; 

(ii) marker genes for selection (antibiotic resistance, heavy metal resistance, phage 
immunity, genes coding for degradation of xenobiotics, etc.); 
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(iii) regulatory elements ; 

(iv) target sites (nic-sites, restriction endonuclease sites, linkers, etc.) : 

(v) transposable elements (including provirus sequences) ; 

(vi) genes related to transfer and mobilization function (e.g. with respect to conjuga- 
tion, transduction or chromosomal integration) ; 

(vii) replicon(s) 

T/je vector shoiiU be free from harmful sequences 

The vector should not contain genes coding for potentially harmful or pathogenic traits 
(e.g. virulence determinants, toxins, etc.), (unless, for type A operations, such genes consti- 
tute an essential feature of the vector without, under any conditions or circumstances, 
resulting in a harmful or pathogenic phenotype of the genetically modified micro- 
organism). 

The vector should be limited in size as much as possible to the genetic sequences required 
to perform the intended function. 



The vector should not increase the stability of the genetically modified micro-organism in 
the environment (unless that is a requirement of the intended function). 

The vector should be poorly mobilizable 

If the vector is a plasmid : 

(i) it should have a restricted host-range ; 

(ii) it should be defective in transfer-mobilization factors e.g. Tra~, Mob*, for type A 
operations or Tra , Mob~, for type B operations. 

If the vector is a virus, cosmid, or phasmid : 

(i) it should have a restricted host range ; 

(ii) it should be rendered non-lysogenic when used as a cloning vector (e.g. defective in the 
Cl-lamda repressor). 

It should not transfer any resistance markers to micro-organisms not known to acquire 
them naturally (if such acquisition could compromise use of drug to control disease agents) 

Required characteristics of the insert 

The insert should be well characterized 

For this purpose, the following characteristics should be taken into account ; 

The origin of the insert should be known (genus, species, strain). 

The following information on the library from which the insert originated, should be 
known : 



(i) the source and method for obtaining the nucleic acid of interest (cDNA, chromosomal 
mitochondrial, etc.) ; 

(u) the vector in which the library was constructed (e.g. lamda GT 1 1, pBR 322 etc ) and 
the site in which the DNA was insened ; 

(iii) the method used for identification (colony, hybridization, immuno-blot. etc.) ; 

(iv) the strain used for library construction. 



If the insert is synthetic, its intended function should be identified. 

The following information on the structure of the insen is required : 

(i) information on structural genes, regulatory elements ; 

(ii) size of the insen ; 



(iii) restriction endonuclease sites flanking the insert ; 

(iv) information on transposable elements and provirus sequences. 
The insert should be free from harmful sequences 



(i) The function of each genetic unit in the insert should be defined (not applicable for 
type A operations); Hpuv.4uic lor 

(u) the insert should not contain genes coding for potential pathogenic traits (e.g viru- 

Issentiaflrn'orrh’ (unless for type A operations, such genes constitute an 

essential part of the insert without, under any circumstances resulting in a harmful or 
pathogenic phenotype of the genetically modified micro-organism). 
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13. The insert should be limited in size as much as possible to the genetic sequences required 

to perform the intended function. 

2.4. The insert should not increase the stability of the construct in the environment (unless 
that is a requirement of intended function). 

2.5. The insert should be poorly inohitiz<.ible 

For instance, it should not contain transposing or transferrable provirus sequences and 
other functional transposing sequences. 

C. Required characteristics of the genetically modified micro-organism 

1. The penetiailiy modified micro-ori>jnism should be non-pitthof'enic 

This requirement is reasonably assured by compliance with all the requirements above. 

2. (a) The genetically modified micro-organism should be as safe (to man and the environ- 

ment) as the recipient or parental strains) (applicable only for type A operations). 

(b) The genetically modified ‘micro-organisms should be as safe in the reactor or fermentor 
as the recipient or parental strains, but with limited survivability and/or replicability 
outside the reactor or fermentor without adverse consequences in the environment 
(applicable only for type B operations). 

D. Other genetically modified micro-organisms that could be included in Group 1 if 
they meet the conditions in C above : 

1. Those constructed entirely from a single prokaryotic recipient (including its indigenous 
plasmids and viruses) or from a single eukaryotic recipient (including its chloroplats, mito- 
chondria, plasmids, but excluding viruses). 

2. Those that consist entirely of genetic sequences from different species that exchange these 
sequences by known physiological processes. 
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